Understanding Abdominal Aortic Aneurysms:

A Patient Information Guide for Minimally Invasive Repair
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Lombard Medical Technologies Inc. is pieased to present this Patient Information Guide to help you
learn more about your Abdominal Aortic Aneurysm and possible treatment options, including a new,
minimally invasive procedure using the Aorfix™ AAA Flexible Stent Graft System.

This guide is designed for information only and is not intended to diagnose a medical condition. As with
any surgery or medical procedure, the best resource for information and advice is your doctor.

This guide contains definitions of the medical terms used. All of the medical terms in bold letters are
explained in the Glossary section, '
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Glossary of Key Terms

" AAA or Abdominal aortic aneurysm: This is a bulge that occurs in the part of the aorta that passes
through the abdomen. The bulge occurs due toc weakening of the arterial wall.

Aneurysm rupture; A burst or tear in the vessel wall near or at the location of the bulging or
“ballooning” of the weakened area of the blood vessel {i.e., abdominal aortic aneurysm).

Angiographvj: An x-ray method that uses a quui'd dye éa!led contrast which is injected into the
bloodstream to see blood flow through vessels,

Aorta: The main artery that carries blood from the heart to the rest of the body.
Contrast: A liquid dye injected into the bloodstream to show blood vessels under x-ray or CT scan,

CT {Computed Tomography) Scan: A series of computerized x-rays that form a picture of your
aneurysm.

Complication: An occasional problem that occurs as a result of a medical treatment.

Delivery System: A long, thin tube-like device that the doctor uses in delivering and positioning the
stent graft during the endovascular repair procedure.

Endoleak: Blood flow into the abdominal aortic aneurysm after placement of a stent graft.

Endovascular Stent Graft: A stent graft placed within a diseased vessel to seal off the aneurysm without -
the use of open surgical repair.

Endovascular Repair: [nvolves the placement of an endovascular stent graft to seal off an aneurysm and
create a new blood flow path within the weakened artery.

Femoral Arteries: Two blood vessels (one in each leg) that carry blood to the thigh region. Doctors can
use the femoral arteries as a path to reach the iliac arteries and the aorta during endovascular repair.-

Fluoroscopy: A real time x-ray image that is viewed ocn a monitor. The doctor generally uses
fluoroscopy to visualize the placement of the endovascular stent graft during an endovascular repair
procedure.
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Guide wire: A thin metal wire which (s pushed into your arteries from the cut in your groin to beyond
your Aneurysm. All the parts of the Stent graft slide over the top of the Guide wire and this makes sure
they are accurately positioned.

liac Arteries: Two large blood vessels (one on each side} that connect the lower end of the aorta to the
upper end of the femoral arteries.

Imaging: The use of Angiography, CT Scans, Fluoroscopy, MRI, Ultrasound, x-rays and/or other
techniques to obtain pictures of the inside of the body.

{lliac) Limb: The two smaller parts of the stent graft that are placed inside the iliac arteries and connect
to the main body of the stent graft.

Main Body: The largest part of thé stent graft that is placed inside the aorta,

MRI {Magnetic Resonance Imaging): An imaging technique that uses magnetic fields and radio waves to
form detailed images of structures within the body.

Minimally Invasive: A surgical technigue involving a puncture or cut of the skin without exposing the
internal organs.

Nitino!: A metal made from nickel and titanium that is often used to make stents and stent grafts
because it is unusually springy.

Open Surgical Repair: A type of surgery performed to repair an aneurysm. To reach the aneurysm, a
doctor makes a large cut through the abdomen of the patient. The doctor repairs the aorta by replacing
the aneurysm section with a fabric tube called a “graft.” The “graft” is sewn into place and acts as a
replacement blood vessel.

Polyester: A type of plastic widely used in regular and medical applications.
Stent: Metal part of the stent graft that provides anchoring of the graft to the aorta.
Stent Graft: A type of endovascular device with both metallic and graft components.

Ultrasound: An imaging technique used in follow-up of Endovaseular Repalr that creates an image
through the use of high-frequency sound waves.

X-ray: An imaging method used to create a picture of the structures within the body.
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Introduction

1. What is an Abdominal Aortic Aneurysm (AAA)?

An aneurysm is a bulge in a blood vessel where the vessel wall has become weak or thin. As
the wall weakens, that part of the vessel loses the ability to support the force of blood flow
and begins to grow. Left untreated, the aneurysm may grow to several times the size of a
normal vessel and could eventually rupture or burst.

Aneurysms may occur in any blood vessel but are most common in the aorta and the iliac
arteries. The aorta is your largest blood vessel and carries blood from your heart to the
lower portion of your body. It extends from the chest to the abdomen where it divides into
two arteries (the iliac arteries) that carry blood down into the legs. When the aneurysm
(bulge) occurs in the abdomen, it is called an Abdominal Aortic Aneurysm or commonly
abbreviated as AAA.

Normal aorta Abdominal
aortic aneurysm

2. What causes an AAA?

AAA risk increases with age and generally affects individuals over the age of 50. AAAs occur
more often in men than they do in women. The weakening aorta itself may be caused by a
vascular disease, some form of trauma or injury, or by a genetic (hereditary) defect in the
blood vessel wall tissue. Continuous blood pressure against the weakened area can cause
that part of the blood vessel to balloon and eventually burst.
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Aneurysm risk factors include family history, smoking, heart disease, high blood pressure,
and poor diet. If you have these risk factors, most doctors will advise lifestyle changes and
recommend periodic check-ups before an aneurysm develops or to detect an aneurysm that
does develo_p as soon as possible. These changes may include keeping your blood pressure
under control, quitting smoking, and reducing cholesterol levels. Making these changes may
also prevent additional problems in the future.

3. What are some symptoms? How are AAAs discovered?

~ In most cases, AAA patients feel no symptoms. For those who do have symptoms, pain is
most commeon and can be in the abdomen, back, or chest. This pain may be mild to severe
or simply be tenderness in the mid to upper abdomen or lower back. Some patients feel a
pulsing or throbbing mass in their abdomen. Unfortunately, many patients feel none of
these symptoms but still have a AAA.

A AAA is often discovered during a routine examination for other purposes. Common
medical tests such as an ultrasound or a CT scan {also known as a CAT scan) are used to
confirm the presence, location, size, and shape of your aneurysm. ’

4. Are AAAs serious?

In early AAA stages, the immediate health risk is small. However, your doctor will want to
see you on a regular basis to assure that your aneurysm is either not growing or growing
very slowly. Rupture risk increases with aneurysm size, age, and other risk factors such as
high blood pressure. When your aneurysm grows to an unacceptable size, your doctor will
want to repair it before a critical situation develops. Most AAAs have a significantly higher
chance of rupturing when they exceed 2 inches (S cm) in size or if they expand rapidly.
Much less commonly, an AAA can cause blood clots to pass into the legs, which can lead to
additional complications. If an aneurysm ruptures, it can be very serious or fatal.
Approximately 200,000 new aneurysms are diagnosed each year in the U.S. and are a
leading cause of death. ' '

Abdominal Aortic Aneurysm Treatments

5. What are the treatments for AAA?

Your general heaith and the size and |ocation of your AAA will determine how your
aneurysm is treated. Smaller aneurysms may be closely monitored by your doctor. If
surgery is not required, your doctor may recommend an ultrasound or CT scan every 6-12
months to carefully monitor the aneurysm size and shape. Your doctor may also prescribe
certain medications to help keep the aneurysm stable and, if you smoke, advise you to stop.
If your doctor feels there is aneurysm rupture risk, surgical repair may be recommended. A
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AAA may be treated with either open surgical repair or by less invasive endovascular repair
techniques.

6. Open Surgical Repair

Until recently, open surgical repair has been the most common procedure for AAAs. During
this surgery, your doctor will make a cut in your abdomen or side, move your internal
organs, and locate the portion of the aorta with the weakened wall. The affected area will
be removed and the artery repaired with a fabric tube called a graft which is permanently
sewn into place. The new graft acts as a replacement blood vessel.

Abdominal

Aotic
Large cut Aneurysm
in ADdomen

Aorta

Open Surgery

The open surgical repair procedure typically lasts between 3-4 hours, requires general
anesthesia, and blood flow in the aorta must be stopped while the graft is being inserted.
Afterwards, an overnight stay in the hospital intensive care unit is usually required plus
another 5-9 days in the hospital. Some patients are unable to eat normally for several days
after surgery and overall recovery may take up to three months before normal activities
may be resumed.

Open repair is a proven medical procedure that works. However, not all patients can
tolerate a major operation. As with any medical procedure, the possible risks should be
discussed with your doctor. ’
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7. Endovascular Repair

Endovascular repair is a newer procedure for repairing AAAs. It is much less invasive than
open surgical repair and involves placing a wire reinforced fabric tube graft (called a stent
graft) inside your diseased aorta. The new stent graft is placed within the vessel and
protects the AAA from blood pressure stress. Rather than making a large cut in your
abdomen, your physician makes smaller cuts in your groin area. Through these cuts, they
insert a Guide wire and then the stent graft pieces, which are contained in a small tube
called a delivery system, are pushed through your femoral arteries and into the Aneurysm
by sliding along the Guide wire. The final stent graft is held in place through the use of
metal hooks acting as anchors.

Stent graft pieces
being inserted

Guide Wire to reach aora

smaicuts

ingroins ==

Guide Wire

lliac Artery
Femoral Aorta

Endovascular Surgery

The endovascular repair procedure typically lasts between 1-3 hours and may be performed
under general, regional, or local anesthesia. Patients normally have a few days of hospital
stay, may begin normal activities within a week, and can usually return to full physical
activity within 4-6 weeks of the procedure. As a result, stent graft patients typically recover
more quickly and experience less pain than those who have open surgery.

Not every patient is an endovascular repair candidate and there are possible complication
risks. The risks and benefits of both the Open Surgical Repair and Endovascular Repair
procedures should be thoroughly discussed with your doctor.
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8.

What are the advantages and disadvantages for each type of repair procedure?

Open Surgical Repair Advantages

Traditional treatment

Proven surgical procedure

Generally a permanent solution for the current aneurysm (other weakened areas
could develop in the future)

Long term follow-up generally not required (other than to assure no new
aneurysms)

Open Surgical Repair Disadvantages

Requires generai_anesthesia

Considered to be major abdominal surgery with a long abdominal cut

Surgical complication rate is generally higher than with Endovascular Repair
procedure '

Requires a longer and more intense hospital stay and recovery times can be longer
than with Endovascular Repair procedure

Endovascular Repair Advantages

Minimally invasive procedure

Local anesthesia preferred

No large abdominal cuts, only small groin area cuts

Surgical complication rate generally lower than with Open Surgical Repair
procedure

Generally, requires a shorter hospital stay and has a shorter recovery time than with
Open Surgical Repair procedure

Endovascular Repair Disadvantages

Long term results less certain

Potential for blood leaking around the graft (called endoleaking) and possible
aneurysm rupture

Long term follow-up examinations required

Possibility of additional endovascular and surgical procedures after the initial repair
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The Aorfix™ AAA Flexible Stent Graft System
9. What is the Aorfix™ Implant?

The Aorfix™ AAA Flexible Stent Graft System is a new stent graft designed to be flexible and to more
easily treat AAAs with severe bends or angles. This flexibility allows some patients to be treated with a
stent graft where open surgery was previously their only option. The Aorfix™ AAA Flexible Stent Graft
System is also appropriate for patients who have AAAs with less severe bends or angles.
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The Aorfix™ AAA Flexible Stent Graft (left) showing its two parts, and (right) the stent graft once it has been implanted into
an aneurysm

The stent graft consists of two parts: a main body and a separate plug-in “leg”. A delivery system is
used to place the main stent graft body in the aorta and one iliac artery and then to insert the plug-in
leg and connect it to the main body in the other iliac artery. The entire stent graft extends from just
beneath the renal arteries (leading to the kidneys) down the aorta and into both iliac arteries.

Placing the Aorfix™ AAA Flexible Stent Graft System is a minimally invasive surgical procedure. Before
the procedure, your doctor will usually examine CT scan pictures of your aorta. These pictures will be
used to locate the exact position of your aneurysm and to help select the proper size for each part of the
stent graft. A small incision is then made at the top of the thigh in the groin area under local, epidural,
or general anesthetic to locate a major artery called the femoral artery. The femoral artery is close to
the skin and leads to the aorta. A guidewire is fed into the femoral artery, into the iliac artery and
finally into the aorta past the aneurysm. The stent graft delivery system is a long tube-like device that
carries the stent graft to the aorta. It is slid over the guidewire inside the femoral artery and onwards
into the portion of the aorta that has the AAA. Your doctor will observe the placement of the stent
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graft using x-ray guidance and assure correct positioning using dye. Once the stent graft is in the
correct position, the delivery system will release the stent graft which is held in place using small hooks.
The delivery system is then withdrawn from your groin and the steps repeated from the opposite groin
to attach the plug-in leg. The blood in your aorta will flow through the stent graft and exclude the
aneurysm from your main blood circulation.

Aortic Aneurysm Implanted Aorfix™ AAA Flexible Stent Graft
System

The Aorfix™ AAA Flexible Stent Graft System was designed to cope with bent or twisted arteries but is
also appropriate for straight arteries. It is a self-expanding implant made from the following materials:
nickel and titanium, called Nitinol, and a woven polyester fabric. All components have been selected for
maximum flexibility and to resist body rejection. The most common reason the implant procedure is not
successful is because patient blood vessels are too small or not healthy enough to permit delivery of the
stent graft. Your doctor will minimize this risk by reviewing your pre-surgery CT scan. Following the
procedure, most patients can go home within a day or two. After a few days to a week of rest, patients
can usually return to normal activities.

10. How was the Aorfix™ Implant Tested?

The Aorfix™ implant was tested in a clinical trial performed at 41 hospitals in the U.S., 3 in Canada and 1
in Europe. 210 patients received the implant. At the time of data were reported, 171 of these patients
had been clinically evaluated for at least 12 since their surgery. Patients were also evaluated at 30 days,
6 months, and continued to be followed with a clinical visit and imaging every year until 5 years after
the operation.
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After 12 months, the results of the implant were analyzed in terms of how safe it is and how well it
works. The safety analysis showed that 24.3% of patients who received the Aorfix™ device had a
complication at the end of 1 month. The safety analysis showed that 40.8% of patients who had open
surgery also had a complication at the end of 1 month. The majority of complications were caused by
patients who needed to be given blood during or after surgery. '

To test how well the stent graft works, three different types of failure were analyzed 1 year after the
operation;

1) The number of patients where the graft did not seal completely into the aorta.

2) The number of patients where the graft moved by 10mm (a little less than %”) from where it
was first placed,

3) The number of patients where the metal part of the Aorfix™ had broken,

Analysis showed that 9.3% of patients had a leak, graft movement, or metal components of the graft
break.

Many other measurements were alsa analyzed and an important outcome was that in 1.2% of batients,
the aneurysm continued to enlarge after 1 year. In 98.8% of patients, the aneurysm either stopped
growing or started to shrink,

Risks

11. The First 30 days

As with any medical procedure, endovascular repair involves risks of complications. As mentioned in
the Clinical Studies section, a small number of patients experienced some of the complications listed
below. The Clinical Studies included patients between the ages of 52 and 94 years old. Most patients
studied had a very bent aorta because Aorfix™ is designed to be able to treat this kind of disease,
Almost all patients had high blood pressure. Many had indications of other heart disease and smoking
history. However, patients who had a recent surgery, infection, heart attack or stroke were not included
in the studies. You should talk to \}our doctor about how your situation may be different or similar.

The clinical study patients had these major complications within 30 days after their endovascular repair:

-All Patients 7 Major Complications within 30 Days
Fewer than 13 out of 100 people (12.4%) | SignHficant blood Loss
Fewer than 5 out of 100 people (4.1%) Surgical wound complication

Fewer than 4 out of 100 people (3.2%) Heart failure

Fewer than 4 out of 100 people (3.2%) Poor blood flow in graft

Fewer than 3 out of 100 people (2.3%) Heart attack

Fewer than 2 out of 100 people (1.8%) Need for another operation

Fewer than 2 out of 100 people (1.8%) Death for any reason

Fewer than 2 out of 100 people (1.4%) Breathing problems or failure(respiratory failure)
Fewer than 1 out of 100 people (0.9%) Kidney failure
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Fewer than 1 out of 100 people {0.5%) Decreased blood flow to the intestine
Fewer than 1 out of 100 people {0.5%) Serious Infection

For every typé of complication, patients in the study who had a straighter aorta had fewer
complications out of every 100 people and none had kidney failure, breathing problems, decreased
blood flow to the intestine or serious infection.

12. Possible Risks after 30 days

After your endovascular repair, there is a chance than an endoleak may cause your abdominal aortic
aneurysm to begin to grow again. If this happens, your doctor may recommend a second endovascular
repair operation to fix it. if the aneurysm continues to grow and is not repaired, it could rupture. In the
Aorfix™ clinical trial, 4.3% of patients had a second procedure to treat endoleak. Only two of these
patients experienced aneurysm growth. Ask yohr doctor about the possible risks of endovascular repair

_as they relate to your own health. Fewer.than 17 out of 100 people (16.2%) required a 2™ procedure for

any reason.

About your health

13. Patients that are Not Candidates for Endovascular Repair (Contraindications)

Not alt patients are candidates for endovascular repair. The stent graft is not right for you if:

¢ You have a condition that could create an infection to the stent graft or
s You have sensitivities or are alfergic to the device materiais (such as Nitinol and Polyester) or
contrast imaging dye.

Allergies and potential infection can cause problems during the follow up imaging exams or long term
impiant of the device, pbssibiy requiring removal by an open surgical procedure. Itis important to tell
your doctor about any condition that could create an infection to the stent graft or if you have any
sensitivities or allergies. The informatien will help your doctor decide if the stent graft is not right for
you. You should tell your doctor: ' '

e |fyou have a kidney problem

¢ |f you have had a problem with X-rays of your arteries in the past
o [fyou have had a problem with ‘blood thinning’ drugs in the past
» |fyou have an infection '

+ Ifyou are allergic to nickel

s Ifyou have had a heart attack in the last 6 months

14. What follow-up Lifestyle Changes are necessary after surgery?

Endovascular repair requires fifelong, regular follow-up to assess the health and performance of the
implanted endovascular stent graft. During the first year after receiving the Aorfix™, you are likely to be
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asked to see your doctor and have a CT scan one month after your operation and again on the
anniversary of your operation. You may also be asked to visit your doctor more often. Since most stent
graft problems do not have symptoms, only your doctor can assess possible long term problems and this
requires the use of special medical tests {ultrasound, CT Scans, etc.). '

Possible risks that may require observation and additional treatment include the following:

* Endoleak: an endoleak may occur when blood from the aorta continues to leak around the
stent graft into your AAA, Most endoleaks do not cause medical problems but a small number
do require additional surgical treatment.

* Aneurysm growth or rupture: there is a small chance that your AAA may continue to grow
despite the implanted stent graft. You may not have any symptoms but, if you do, the most
commeon will be pain and possibly numbness and leg weakness. If your aneurysm ruptures,
symptoms will include dizziness, fainting, rapid heartbeat, or sudden weakness. Regular follow-
ups can identify aneurysm changes and help eliminate developing symptoms,

= Stent graft movement or fracture: over time, It is possible that your stent graft could move
from its original position or the reinforcing wire could break. Your doctor can decide if any
additional treatment is required. '

* Reduced blood flow to the hips and legs: if your stent graft reduces blood flow, you may be
required to undergo additional surgical procedures. Symptoms may include leg or hip pain
during walking or discoloration or coolness in the leg. Your doctor will help identify these
potential problems and recommend appropriate treatment if necessary.

As with any surgery or medical procedure, there may be other potential complications with the
treatment of your AAA. Please discuss these risks and benefits with your doctor,

15. MR Safety Information you may need to pass on to doctors after your operation

Patient Implant Card: If you receive the Aorfix™ AAA Flexible Stent Graft System, you will be given a
Patient Implant Card. This card provides valuable information on the type of your implanted device, the
implant date, your implanting doctor's name and telephone number, and MRI information. You should
carry this card with you at all times and always show it to your health care providers.

Magnetic Resonance Imaging {commonly called an MRI): If you receive the Aorfix™ AAA Flexible Stent
Graft System, it is still safe to have most MRI procedures. MR safety information is provided on your
Patient Implant Card. Be sure to show your Patient Implant Card to all your health care providers.

Your Aorfix™ stent graft should not interfere with airport security scanners.

Non-clinical testing has demonstrated that the Aorfix™ Stent Graft implants are MR Conditional.
Patients can be scanned safely immediately after implantation under the following conditions:

Static magnetic field of 1.5 Tesla {1.5T) or 3.0-Tesla (3.0T).

Maximum spatial gradient field less than or equal to 10 T/m.

Normat Operating Mode: Maximum whole-body specific absorption rate (SAR) of:
2.0 W/kg for 15 minutes of scanning in Normal Operating Mode at 1.5T.

2.0 W/kg for 15 minutes of scanning in Norma! Operating Mode at 3.0T.

14
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| MR Conditional

16. After the operation, you should call your doctor if you have these symptoms:

If you have any of the following symptoms, you should contact your doctor as soon as possible:

s If you feel faint or suddenly weak, dizzy or if you have a rapid heartbeat
¢ if your legs or buttocks are painful, numb or feel cold or weak
+ Ifyou feel painin you abdomen, back or chest, or groin pain

You should also call your doctor if you need to change your next follow-up appointment.
17. Questions you may want to ask your doctor

e Isthe Aorfix™ AAA Flexible Stent éraft System an appropriate treatment for my AAA?
¢ What are the other aptions for treati'ng my AAA?
s Which stent grafts are approved for treating my type of AAA?
¢ What are all the risks with open surgical repair?
»  What are the risks of rupture with a stent graft?
+ What if my AAA continues to grow after endovascular treatment?
¢ Would | have to limit activities after either kind of treatment? If so, for how long?
» How long could my stent graft remain implanted in the body?
» Wil health insurance pay part of all of the costs assoctated with this procedure?
» After the procedure, how often will you require to see me for follow up?
*  Which tests will be performed for follow up?
. How many stent graft procedures has this facility performed?

18. Additional Information

’

If you have additional questions regarding aneurysms, the following websites may be of help:

Vascular Web Patient Information www.vascularweh.org
Vascular Web is a web based global resource of information and services for individuals interested in

improving vascular health worldwide. Vascular Web is sponsored and owned by the Society for Vascular
Surgery (5VS} and is governed by a Board of Directors and managed by an Editorial Board

Society of Interventional Radiology www.sirweb.org
The Society of Interventional Radiology (SIR).is a professional society for physicians who specialize in

interventional or minimally invasive procedures. SIR is a nonprofit, national scientific organization -
deeply committed to its mission to improve health and quahty of life through the practice of
cardiovascular and interventional radiology.

15
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U.S. National Library of Medicine www.medlineplus.gov
The National Library of Medicine {NLM) on the campus of the National institutes of Health in Bethesda,

Maryland is the world’s largest medical library. The library collects materials in all areas of biomedicine
and health care as well as works on biomedical aspects of technology, the humanitias, and the physical,
life, and social sciences. '

Food and Drug Administration www.fda.gov
A U.S. gavernment agency intended to promote and protect the public health by helping safe and

effective products reach the market in a timely way and monitoring products for continued safety after
they are in use.

Contacting Lombard Medical

If you have spec'iﬁc questions regarding the Aorfix™ AAA Flexible Stent Graft System, you should discuss
them with your doctor. If there is anything that Lombard Medical Technologies Inc. can do to assist you,
please feel free to contact us at the following:

Lombard Medical Technologiés Inc.

2050 E. ASU Circle, Suite 103

Tempe, AZ 85284 Lombard
Telephone: 480.289.7888 MEDICAL
Email: lombard.enguiries@lombardmedicai.com

Web site: www_lombardmedical.com

Image credit: www. 123H.com/phote, 11864444_abdominat-aertic-angurysm. htmi'>rob3000 f 123RF Stock Photo
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Lombard Medical Technologies, Inc. M080007/M6
12/31/2012 13:00 UK’

AORFIX

Endovascular Stent Graft

Instructions For Use
| Aorfix™ AAA Flexible Stent Graft System

Caution: Federal law {(USA) restricts this implant to sale by or on the order of a physician.
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1 DEVICE DESCRIPTION
1.1 Introduction

The Aorfix™ Abdominal Aortic Aneurysm (AAA) Flexible Stent Graft System is an endovascular stent graft system for
treating infra-renal aortic and aorto-iliac aneurysms. When placed within the aneurysm, the Aorfix™ AAA Flexible
Stent Graft System creates an internal bypass of the aneurysm to reduce the risk of rupture.

The Aorfix™ AAA Flexible Stent Graft System is a modular system where each component comprises: an
implantable stent graft (Aorfix™ Stent Graft) and a disposable delivery system (Aorfix™ Delivery System). The stent
graft is a two-piece system consisting of 1) a main body incorporating an ipsilateral leg component and a contralateral
socket and 2) a contralateral plug-in leg. The main body has four sets of hooks positioned at the proximal end to aid
fixation. The contralateral socket is a standard 12mm diameter component, with an oblique distal end that is designed
to assist cannulation with a guide-wire. Radiopaque markers made of tantalum wire rings are located at the open
ends of graft components. A bifurcated main body implant, with contralateral leg, is shown in Figure 1.

Distal and proximal extension stent graft implants are available and may be used as required. For bailout, an aorto-
uni-iliac (AUI) converter is also available. The delivery systems for the proximal extender and AUI converter are the
same as the main body delivery system while the delivery systems for the distal extenders are the same as the
contralateral leg delivery system.

Each implant has a dedicated delivery system (22Fr main body and 20Fr contralateral leg). The delivery systems are
designed to provide accurate placement of each implant and can be used by a single operator. See Section 9 for the
full range of sizes for the aortic body, ipsilateral limb, contralateral leg, iliac and proximal extensions, and AUI
converter.

Nitinol (nickel / titanium alloy) is used for all stent and hook components, tantalum is used for all radiopaque markers
and polyester is used for the graft and suture materials.

Figure 1 Bifurcated Main Body of Graft with Contralateral Leg
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1.2 Main Body

The main body stent graft has three sections; the body top, the ipsilateral leg and the contralateral socket as
described below. It is available with proximal diameters from 24mm to 31mm.

1.21 Body Top

The key features of the body top are shown in Figure 2. Four pairs of hooks are positioned circumferentially 90° apart
at the proximal end and are designed to resist migration. The reinforcing wire is in ring form, rather than a traditional
zig-zag or diamond mesh stent. At the proximal end, the wire rings are placed closer tegether than in the body to
increase radial force and they are also placed on the inside of the graft to improve the seal between the graft and the
vessel wall. A radiopaque marker wire runs around the top of the device.

Figure 2 Main Body Hooks

Figure 3 shows that the reinforcing wire in the main body is continuous and, between stent rings, the wire is bent to
run longitudinally in an offset, stepwise fashion. The longitudinal parts of the wire run in the seam of the device.

Note that when implanted, the stent graft rings are deformed to have a saddle or ‘fishmouth' shape, also shown in
Figure 3 and photographed in Figure 4. This shape allows the stent graft to be placed trans-renally, with the
fishmouth trough aligned with the renal arteries juxtarenally and the fishmouth peak extending suprarenally. Note
that the seam referred to above is part of the fishmouth peak. The seam is less flexible than the rest of the graft and,
in curved vessels, placing the seam on the inner curve should be avoided. This requirement and the orientation of
the seam to the fishmouth are usually met by placing the device with the seam anteriorly in the patient with exact
alignment determined by the orientation of the renal arteries. To aid this orientation, there is a longitudinal radiopaque
wire running within the seam of the main body.

Figure 3 Shape of Nitinol Wire Used to Form Stent Rings
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Figure 4 Lateral View of Stent Graft Once Deployed, Showing the Fishmouth Shape.

1.2.2 Ipsilateral Leg

All ipsilateral legs have a standard 12mm internal diameter at their proximal ends. The distal ends are flared on legs
with distal diameters larger than 12mm and taper down for the 10mm distal diameter. The range of sizes for the
distal diameter of this implant is from 10mm to 20mm in 2mm steps. There are no hooks on the leg. All leg
components in the Aorfix™ range are reinforced with Nitinol wire that is wound in a continuous helical shape.

1.2.3 Contralateral Socket

The socket also has a standard 12mm internal diameter and has an oblique distal end. There is a proximal
radiopaque wire ring as well as the distal radiopaque ring to provide a visual guide to the physician when
cannulating the contralateral socket.

Note that the oblique entrance to the contralateral socket is not present in the 81mm long main body implant.
Figure 5 Contralateral Sockets

25mm
W 25mm
15mm
Contralateral Socket used on Body lengths: Contralateral Socket used on Body length:
96mm, 111mm, 128mm, 142mm 81mm

1.3 Contralateral (Plug-in) Leg

All contralateral legs have a standard 12mm internal diameter at their proximal ends. The distal ends are flared on
legs with distal diameters larger than 12mm and taper down for the 10mm distal diameter The range of sizes for the
distal diameter of this implant is from 10mm to 20mm in 2mm steps. There are no hooks on the leg.

The specified length of the leg is the Working Length and is the length of implant that projects beyond the
contralateral socket; the actual length of the implant is 40mm longer than the Working Length to provide for full over-
lap in the socket.

(0%
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Note: When using the 81mm body, the socket is 15mm shorter than on all other body lengths, making the Working
Length of the contralateral legs 15mm longer (See Figure 5 and Figure 6). For example, Figure 6 shows a 64mm
contralateral leg. Its overall length is 104mm and it has a Working Length of 64mm when plugged into a 40mm
socket. This socket is found on all main body grafts apart from the 81mm graft. This shortest graft has a 25mm
socket and this has the effect of increasing the working length of the contralateral leg to 79mm.

The working length for both socket sizes is indicated on the box label for contralateral legs.

Figure 6 Dimensions of a Contralateral Plug-in Leg
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Socket for 81mm Body Plug-in leg

1.4 Proximal and Distal Extender Components

All extension pieces (shown in Figure 7) have the same diameter at both ends and have radiopaque wire rings at the
proximal and distal openings to aid visualization.
Like the main body, the proximal extension pieces have hooks at the proximal end, the same design of nitinol rings,

and radiopaque wire along the seam. They are available in diameters 24mm through 31mm. Shown in Figure 8,
the proximal extender also has a fishmouth shape which should be deployed with the same orientation as the

fishmouth of the main body.

The distal extender has the same construction as the leg components using helical wound Nitinol wire. It is
available in diameters 10mm through 20mm.

/+9
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Figure 7 Proximal and Distal Extension Pieces

Proximal Extender Distal Extender

Figure 8 Use of Proximal Extender with Main Bifurcated Graft
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1.5 Aorto-Uni-lliac Converter (AUl Converter)

The AUI converter (Figure 9) is for use as a ‘bail-out’ device in procedures where it has not been possible to gain
access for the contralateral delivery system to the contralateral gate. Like the main body, the AUl converter consists
of a body component and a leg component. The AUl converter body component is fabricated in the same way as the
body component for the main body of the primary graft, and the leg component of the AUl converter is fabricated in
the same way as the ipsilateral leg component. The AUI converter is designed to fit on the flow divider of the
Aorfix™ main body and it has a fishmouth which should have the same orientation as the primary graft. Proximal
diameters are 25mm, 27mm, 29mm and 31mm. Converters are designed to use the same size as, or 1mm larger
than, the aortic diameter of the primary graft.

(i



Lombard Medical Technologies, Inc.

Figure 9 AUI Converter

MO080007/M6
12/31/2012 13:00 UK

Figure 10 illustrates the correct position of the AUl converter in the main body graft. The top of the AUl converter leg
should be aligned with the flow divider in the main body, the top of the converter should be below the top of the main
graft and, in order to avoid inadvertent coverage of the renal arteries, the fishmouth at the top of the AUI converter

should have the same orientation as the fishmouth of the main body graft.

Figure 10 Use of AUl converter in Main Bifurcated Body
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1.6 Aorfix™ Main Body Delivery System

Stent Graft

Figure 11 Main Body Delivery System Support Tube

Release
Body Tube

Sheath_Control

PTFE Sheath

Distal Stop

Support Tube
Control

Handle

The main components of the Aorfix™ delivery system are shown in Figure 11 Main Body Delivery System and are
listed below in Table 1. The delivery system is operated by the sheath control which pulls the sheath back to deploy
the stent graft. The control is rotated counter-clockwise while the fishmouth is being positioned. There is a ratchet
which clicks while the control is being rotated. At the end of the ratchet, the Sheath Control spins freely at which
point the mouth of the graft will have been fully deployed. The rest of the graft is deployed by pulling the sheath

control distally.

Table 1 Components of the Main Body Delivery System

Part Description
The stent graft is compressed within the sheath. Its proximal and distal ends can be
Stent Graft clearly seen, as well as the entrance to the contralateral gate which is a plain white oval
of fabric midway down the graft.
The PTFE sheath has a 22Fr diameter and contains the stent graft and attachments to
PTFE Sheath it The sheath is translucent and allows the key parts of the stent graft to be seen
through it.
Handle The handle is firmly attached to and stabilizes the body tube while the sheath control
and support tube controls are adjusted.
This control retracts the sheath in two stages; stage one uses a counterclockwise screw
Sheath Control thread to release the proximal end slowly and stage two uses a simple pull back to
deploy the rest of the graft.
This is a blue colored tube that is attached to the handle and which carries all the
Body Tube controls of the deployment mechanism. When the seam on the main body graft is
anterior, a full length slot in the body tube should face towards the patient.
This control was initially intended to aid dilation of the mouth of the graft but was found
Support Tube Control to be ineffective in highly angled necks. It is recommended that the control is not used
during deployment.
Support Tube Release This control disconnects the support tubes from the proximal end of the stent graft.
Distal Sto This clip prevents the Support Tube controls from moving during deployment. It must
P be removed before operating the Support Tube Release.
9
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1.7 Contralateral Delivery System

Figure 12 Contralateral Leg Delivery System

Body Tube

Sheath Control

Support Tube

PTFE Sheath Release

Support Tube
Control

Stent Graft

When the proximal end of the contralateral plug-in leg (see Figure 12) is aligned with the proximal radiopaque
marker on the contralateral socket of the main body, the sheath control is moved directly back, i.e. without a twisting
action, to deploy the implant. Once the contralateral leg is fully deployed, the support tube release is detached from
the support tube control to release the implant. The delivery system is then withdrawn.

Table 2 lists all components of the contralateral delivery system.
Table 2 Components of the Contralateral Delivery System

Part Description
The stent graft is compressed within the sheath. Its proximal and distal ends can be
Stent Graft clearly seen.
The PTFE sheath has a 20Fr Diameter and contains the stent graft and attachments to
PTFE Sheath it. The sheath is translucent and allows the key parts of the stent graft to be seen
through it.
This control pulls the sheath back to deploy the stent graft. The stent graft is deployed
$heath Control by pulling the Sheath Control distally.
Body Tube This is a blue colored tube that is attached to the handle and which carries all the
controls of the deployment mechanism,
Support Tube Control This control is locked and inoperable on this delivery system.

Support Tube Release This control disconnects the support tubes from the proximal end of the stent graft.

1.8 Ancillary Components Delivery Systems

The proximal extender and AUl converter have the same delivery system as the main body implant. Distal extender
pieces have the same delivery system as the contralateral leg.

10
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2 INDICATIONS FOR USE

The Aorfix™ AAA Flexible Stent Graft System is indicated for treatment of patients with abdominal aortic and aorto-
iliac aneurysms having vascular morphology suitable for endovascular repair, including:
s Adequate iliac or femoral access that is compatible with vascular access techniques, implants, and
accessories.
Aortic neck landing zane diameters with a range of 19mm to 29mm.
Non-aneurysmal proximal neck center-line length of 2 15mm.
Infrarenal aortic neck angulations including those up te and including 80°.
Commuon iliac landing zone diameters with a range of 9mm to 19mm.
Distal fixation length of 2 15mm.

3 CONTRAINDICATIONS

The Aorix™ AAA Flexible Stent Graft System is contraindicated in:
« Patients who have a condition that threatens to infect the graft.
e Patients with known allergies or sensitivilies to the implant materials (including polyester, Nitinol and
tanatalum).

4 WARNINGS AND PRECAUTIONS -

Caution: Read all instructions carefully. Failure to properly follow the instructions, warnings, and precauti'ons
may lead to serious consegquences or injury to the patient.

41 General

s The Aorfix™ AAA Flexible Stent Graft System is for single patient use only, Do not reuse, reprocess or re-

sterilize. Reuse, reprocessing or re-sterilization may compromise the structural integrity of the device and/or

. lead to device failure that may result in patient injury, illness or death. Reuse, reprocessing or re-sterilization
may also create a risk of contamination of the device andfor cause patient infection, including, but not limited
to, the transmission of infectious disease(s) from one patient to another. Contamination of the device may
lead to injury, illness or death of the patient.

« Accurate fluoroscopic imaging is required during any endovascular procedure and for proper device
deployment. Implantation of this device should occur in an operating room, endovascular suite,
catheterization laboratory, or similar sterile environment, with appropriately trained personnel, and suitable
equipment and imaging capabilities.

+« Do not use this device if the patient is unable to be evaluated using the necessary preoperative and

. postoperative imaging.

s Always have a qualified’ surgery team available during lmplantatlon or re-intervention procedures in the
event that conversion to open surgical repair is necessary.

e  The Aorfix™ AAA Flexible Stent Graft System should only be used by physu.:lans and teams experienced in
endovascular techniques, and who have been trained in its use.

* The longterm performance of this implant has not been established. All patients treated with this device
must undergo periodic imaging to evaluate stent graft integrity and position, aneurysm size, and potential
endoleaks and/or, occlusion of vessels in the treatment area. Significant aneurysm enlargement, &
persistent endoleak, the appearance of a new endoleak, device migration, reduced blood flow through the
graft, and/or decrease in renal function due to renal artery acclusion should prompt further investigation into
the need for further patient treatment, including additional intervention or surgical conversion. Additional
patient imaging follow-up should be considered for patients with devices that have effectiveness issues.

« All patients should be carefully counselled on the need for long-term follow-up. The device is not
recommended in patients unable or unwiling to comply with the information in Follow-up Imaging
Recemmendations.

4.2 Patient and Device Selection
Inappropriate patient or device selection may result in poor device performance. Patients should be assessed for

suitability by the prescribing physician who should take into account their knowledge of AAA surgery and
Endovascular Aneurysm Repair {EVAR) including but not limited to the list below:

"
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Access vessel diameter, vessel morphology and delivery system diameter should be compatible with
vascular access techniques (femoral cutdown or percutanecus)., Vessels that are significantly calcified,
occlusive, tortuous or thrombus-lined may preclude placement of the device or pese a risk of increased
device complications. In patients with narrow access vessels, careful use of dilation, stenting or iliac
conduits may allow introduction of the device.
Key anatomic elements that may affect exclusion of the aneurysm include very severe proximal neck
angulation (>80°), short proximal aortic neck (< 15mm center-line fength), distal iliac landing zone < 15mm,
and inappropriate diameter selection for the intended landing zones.
Aortic necks with angles 260° may dilate substantially within 12 months dependent upon the extent of
disease. Use adequate device over-sizing and note that close surveillance during follow-ups is necessary in
these cases. ‘
In aortic necks with angles 260° there is an increased risk of the proximal end landing obliguely. Ensure the
stent graft is appropriately oversized.
In aortic necks with angles 260° plan for ipsilateral to be the side where the delivery system encounters
fewer changes in direction during insertion.
Irregular calcification, plague or thrombus may compromise the fixation and/or sealing at the implantation
sites,
Placement of the implant in an aorta with a diameter of 18mm or less in the region of the gate can result in
occlusion of the ipsilateral limb,
The Aorfix™ AAA Flexible Stent Graft System has net been evaluated in patients who:
o Are pregnant or nursing; ’
o Are less than 21 years old;
c - Have traumatic aortic injury, ruptured aneurysms, aneurysms pending rupture or require other
. emergent aorta or aneurysm treatment;
o Have thorace-abdominal, suprarenal or abdominal aneurysms where there is no infrarenal neck or
have ilio-femoral, mycotic, inflammatory, dissecting or pseudo-aneurysms;
o Have hypercoagulability, bleeding diathesis or coagulopathy,
o Have mesenteric or celiac artery occlusive disease, giving rise to a dominant patent inferior
mesenteric artery;,
o Have connective tissue disorder or congenital degenerative collagen disease (e.g., Marfan's or
Ehler's-Danlos Syndrome),
¢  Require bilateral exclusion of hypogastric blood flow;
o Have baseline serum creatinine level of > 2.5 mg/dl;
o Have other medical, social or psychological conditions that preclude them from receiving the pre-
treatment, required treatment, and post-treatment procedures and evaluations.
This device is not recommended in patients who: have or are suspected of having an active systemic
infection; cannot tolerate imaging contrast agents, or have sensitivities or allergies to the stent graft system
materials, antiplatelets or anticoagulants; have unstable angina; have had a myocardial infarction {MI) or
cerebral vascular accident {CVA) within € menths prior to implantation; or exceed weight and/for size limits
necessary to meet institution-defined imaging requirements.

Implant Procedure

Refer to Section 11Directions For Use for warnings and cautions specific to the implant steps of the Aorfix™
AAA Fiexible Stent Graft System, ' :
Pre-operative planning for access and placement should be performed before opening the device
packaging.
Ensure that all stent graft components potentially required are available before starting the procedure.
Renal complications may occur:

o from an excess use of contrast agents

o as a result of embolic shower

o from misplaced stent graft
Ensure that the fishmouth is correctly orientated with respect to the renal arteries to aveid their inadvertent
occlusion. Correctly identify the crientation of the fishmouth through the sheath of the graft before
introduction into the patient.
Carefully inspect the device packaging and device for damage or defects prior to use. If signs of damage or
defects exist or if premature breach of the sterile barrier is observed, do not use the device.
Minimize handling of the delivery system during preparation and insertion to decrease the risk of
contamination and infection.
Do not re-sterilize any components of the Aorfix™ AAA Flexible Stent Graft System.
Systemic anticoagulation should be used during the implantation procedure, based on hospital or physician
protocol, If heparin is contraindicated, an alternative anticoagulant should be considered.
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QOver-lengthy ecclusion of the ipsilateral vessels, particularly with light systemic anticoagulation can result in
vessel occlusion. )
Use flucroscopic guidance to advance the delivery system and to detect kinking or alignment problems with
the stent graft components.

Exercise care in handlmg and delivery techniques to help prevent vessel rupture

Exercise particular care in difficult areas, such as areas of stenosis, intravascular thrombosis, or in calc:f ed
or tortuous vessels. Caonsider performing serial dilatation or balloon angioplasty at the site of a narrowed or
stenatic vessel, and then attempt gently to reintroduce the delivery system,

If the sheath is accidentally withdrawn, the implant will prematurely deploy and may be incorrectly
positioned.

Use magnification when visualising the renat tanding zone to improve accuracy of placement.

Inaccurate placement or an inadequate seal zone may result in an increased risk of leakage into the
aneurysm or migration of the stent graft.

. Do not use excessive force to advance or withdraw the delivery system when resistance is encountered. If

the delivery system kinks during insertion, do not attempt to deploy the stent graft component; remove the
device and replace it with a new one.

Stent graft components cannot be replaced or drawn back into the delivery system, even if the stent graft
component is only partially deployed.

Inadvertent partial deployment or migration of the stent graft may require surgical remaval or repair.

Use of a non-stiff guide wire may result in an inability to navigate the vasculature. In tortuous vessels, this
can lead to rupture.

The deployment plan should not expect an angled neck to straighten by the use of a stiff guide wire,

Initiate deployment of the proximal end of the stent graft in the straight section of the aorta slightly above the
renals and pull the delivery system distally as the fishmouth opens.

Deploy the stent graft at a slow pace continuously observing the position of the proximal end of the stent
graft.

Do not rely on a ‘road-map’ image remaining accurate throughout deployment. Re-visualize anatomic
landmarks, such as the renal arteries, at frequent intervals during deployment.

Do not manipulate the proximal part of the graft after the fishmouth is deployed and the Sheath Control spins
freely.

High pressure injections: of contrast media made at the edges of the stent graft immediately after
implantation may cause endoleak. )

Confirm cannulation of the aortic body contralateral lumen to ensure accurate placement of the contralateral
leg.

After cannulation, take care not to insert the guidewire between the stent graft fabric and a suture or wire
support otherwise the leg delivery system may push the stent graft proximally.

The position of the proximal end of the implant is not considered fixed until the hooks have been engaged
after ballooning. Take care to ensure that the proximal end of the implant is not displaced.

As a result of the fishmouth shape at the proximal end of the stent graft, it is necessary to balloon parts of
the aorta that are not completely covered by the stent graft. When a balloon catheter is used, do not inflate
to greater than the diameter of the aorta. Do not balloon completely outside the stent graft. Be aware that
vessel rupture can occur even when the balloon is fully within the graft. Follow all manufacturer instructions
regarding catheter operation.

Any endoleak left untreated during the implantation procedure must be carefully monitored after
implantation.

Do not continue to torque the delivery system without tip response.

When deploying the stent graft, be sure to hold the handle of the delivery system staticnary.

Take extra care in angulated necks not to displace the implant when withdrawing the delivery system.
Failure to dilate fully the proximal end of a distal extender can result in limb occlusion.

Use of a distal extender in a leg which'has a smaller diameter than the distal extender can result in stenosis
or occlusion.

Insertion of a distal extender with more than 20mm overlap into a leg graft risks compressing the proximal
part of the extender with the tapered part of the leg graft. This can lead to stenosis or occlusion.

When deploying the proximal cuff, ensure that its orientation and axial position are carefully controlled to
avoid encroachment or covering the renal arteries.

The proximal extender is short, and deploys quickly. Ensure full planning has taken place before
deployment.

When deploying the proximal cuff, ensure that its orientation and axial position are carefully controlled to
avoid encroachment or covering the renal arteries,

Use of a stent material other than Nitinol may increase the risk of corrosion arising from dissimilar metals.

ith



Lombard Medical Technologies, Inc. : MO080007/M6

12/31/2012 13:00 UK

When deploying the proximal extender, it is essential that the extension distance is measured apex to apex
rather than trough io trocugh. This is because the froughs of the extender move slightly proximally during
final ballooning.

When deploying the AUl converter, avoid accidental occlusion of branch vessels by ensuring that it lies
completely below the top of the primary graft and that the fishmouth of the AUl converter has the same
orientation as the primary gradft.

If the primary graft has been compressed axially, the top of the AUI converter may lie slightly above the top
of the graft, If this is suspected, the AUI converter can be deployed slightly lower in the primary graft (i.e.
the RO marker on the leg of the AUl converter can be placed Smm to 7mm below the marker on the
contralateral socket).

Patients who experience hypersensilivity reactions during the procedure should be managed in accordance
with standard recommendations for treatment of patients with radiocontrast agent allergies (e.g.,
antihistamines, corticosteroids, adrenaling).

4.4 MRI Information

Non-clinical testing has demenstrated that the Aorfix™ AAA Fiexible Stent Graft System is MR Conditional. It can be
scanned safely in both 1,57 and 3.0T MR systems using the specific testing parameters listed in Section 10.4, MRI
Information. .

5 ADVERSE EVENTS
5.1 Potential Adverse Events

Potential adverse events related to the procedure or implant matfunction include, but are not limited to:

14
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Insertion and other vascular access site complications for example infection, dissection, tleeding, pain,
delayed healing, hematoma, dehiscence, seroma, cellulitis, nerve injury/damage, arteriovenous fistula;
Allergic reaction andfor anaphylactic response for example to x—ray contrast dye, anti-platelet therapy,
device materials;

Anesthetic complications and subsequent attendant problems;

Blood or bleeding events for example hemorrhage, anemia, gastrointestinal bleeding, coagulopathy,

Bowel events for example bowel ischemia, paralytic or adynamic ileus, obstruction, fistutae;

Cardiac events consequent to general anesthesia and abdominal surgery and, for example, transient aortic
occlusion during ballooning; .

Death; :

Loss of stent graft function arising from, for example, improper component placement or deployment,
component migration, occlusion, infection, loss of integrity requiring surgical revision, perforation and
endoleak;

Embolic and thrombetic events {with transient or permanent ischemia or infarction), for example, deep vein
thrombosis, renal embolism, micro embolic shower; :
Arterial fistulae with, for example, vein, lymphatic, bowel,

Infection, for example urinary tract, systemic or localized, endograft, sepsis;

Generalized inflammatory response, for example, elevated temperature (post implantation syndrome),
Ischemic losses arising from, for example, planned or.inadvertent occlusion of branch vessels including
complications to systems such as: hepatic. gastric, splenic, bowel, neurologic, -genitourinary and
musculoskeletal;

Hepatic failure; .

Lymphatic complications and subsequent attendant problems, for example, lymphocele, lymphatic fistula;
Multi-system organ failure; i

Neurologic or cerebral events and subsequent attendant problems, for example, transient ischemic attacks,
cerebrovascular accident (hemorrhagic or embolic), reversible ischemic neurologic deficit, nerve injury,
paraparesis and paraplegia;

Pulmanary events consequent to general anesthesia and abdominal surgery,

Renal complications, for example, acute and chronic renal failure, renal microembolism, renal insufficiency,
rena! artery occlusion, contrast toxicity,

n"7
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« Endovascular or surgical reintervention to correct deficit caused by, or loss of performance of, stent graft
including surgical conversion to open repair, :

¢ Impotence/ sexual dysfunction;

s  Shock;

¢ Vessel damage, for example, dissection, plaque disruption, rupture, thrombosis, occlusion and fistulae.

5.2 Incident Reporting

All adverse incidents should be reported directly to Lombard Medical Technologies Inc. {address provided at end of
document). e

6 SUMMARY OF CLINICAL STUDIES

The objective of the Aorfix™ AAA Flexible Stent Graft System clinical study (PYTHAGORAS) was to evaluate the
- safety and effectiveness of the Aorfix™ AAA Flexible Stent Graft System in the treatment of abdominal aortic and
aorto-iliac aneurysms. PYTHAGORAS, IDE #G050116, was a controlled, prospective, non-randomized, multi-center
study. Two hundred eighteen (218) Aorfix™ subjects and 76 Concurrent Open Surgical control {COS) subjects were
enrolled in this study. '

The study was carried out at 41 hospitals in the US, 3 in Canada and 1 in Poland. 210 Aorfix procedures were
initiated in the US, 6 in Canada and 2 in Poland. The most frequent number of procedures completed at each site
was 2, illustrating low levels of experience with the Aorfix™ at many sites.

6.1 Pre-Specified Analysis

Although the study enrolled subjects with neck angles of less than 60° and greater than 90°, the study protocel's pre-
specified analyses plan defined the primary analysis group as subjects with neck angles of 60° to 90°. For
effectiveness, a sample size of 120 subjects was considered to be sufficient to achieve a minimum of 85% statistical
power with a Type | error rate of 2.5%. The null hypothesis was that the proportion of subjects with aortic neck
angles between 60° and 90° who were free of all compenents of the primary composite outcome at 12 months would
be at least 80%.

The components of the effectiveness composite endpoints were: .
« Type | and Type Il endoleaks
s Migration of the proximal end of the device of more than 10mm
«  Fracture in the fixation zone.

The primary safety hypothesis was that the proportion of subjects free from the occurrence of any Major Adverse
Event (MAE) within 30 days of the implantation would be superior to the control group. The primary satety endpoint
was defined as the rate of MAEs {as described below) within 30 days of the procedure. The sample size would
provide 85% power to detect a rate difference of 0.14 for the 30-day major adverse events between the two groups

with an alpha of 0.05, using a two-sided two-sample chi-square test.
6.2 Changes to Pre-Specified Analyses

The study anticipated enrolling a limited number of neck angles of <60° {for training purposes) and a majority of
subjects with neck angles of 60° to 80°, Subjects of >80° neck angles were inadvertently enrolled into the study due
to variations in measuring techniques used at the clinical sites and the core laboratory. For purposes of analysis, the
subjects were assigned to a neck angle group on the basis of the neck angle measured by the core lab. In this
sense, the study was blinded to neck angle group but a consequence was that a substantial number of subjects were
found to have higher neck angles than the study required.

The study ultimately enrolled 67 subjects with less than 60° neck angles, 109 with 60° to 90°, and 42 with >80°.
Table 9 provides the distribution of neck angles of subjects enrolled in the study. After consultation with the FDA, it
was decided that the post-hoc safety analysis would be conducted on the <60" population, the 260° population, and
the <60° and 260° subjects combined (218). These three groups are presented below. When pertinent, the 60° to
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80° results are also discussed below to address the requirements of the pre-specified analysis. The effectiveness
analysis will be conducted on the 210 subjects who successfully received an Aorfix™ graft.

All endpoints described in the pre-specified analysis plan were evaluated. Additicnal analysis requested by the FDA
was also performed. Of specific note, due to missing data the primary effectiveness endpoint employs a substitution
assessment where later follow-up data is used to increase the robustness of the primary analysis.

The prospectively defined analysis also stipulated that the open control group would be the Society for Vascular
Surgery (SVS) Lifeline registry augmented by an open surgery concurrent control group. Due to limitations of the
SVS registry including the lack of core lab defined neck angle measurements and the temporal differences in
treatment between the Aorfix™ arm and the SVS registry, after consultation with the FDA it was decided that the
COS arm would be the primary comparator for the study.

In addition, the prospective analysis allowed for expanded follow-up windows of: 30 days —7/+15 days; 6 months
(defined as 180 days + 1 month); 12 months (365 days + 2 months); yearly to 5 years (365 days + 2 months). In
order to account for all visits, including those that occurred in between the visits noted above, expanded windows
were defined and used in the analysis as noted in Table 3 and Table 4.

Finally, after consultation with the FDA, a tipping peint analysis and a substitution imputation analysis were performed
to address missing data.

6.2.1 Post-hoc Primary Safety and Effectiveness Endpoints

The primary post-hoc endpoint of the study evaluated all Aorfix™ subjects (<60° and 260°). The primary post-ho¢
safety endpoint compares the lower bound of the 95% confidence interval of the proportion of Aorfix™ subjects free
from any MAE in the first 30 days postoperative with the rate in the COS arm. The primary effectiveness endpoint
was the proportion of subjects in the Aorfix™ group classified as being free of all components of the primary
composite endpoint at 12 months and was compared with 0.80. The components of the primary composite endpoint
were migration > 10mm, fracture in the fixation zone and Type | or Type Ill endoleaks.

A core lab was used to standardize all measurements and assessments made from all images, including endoleak
identification and classification and the determination of assessability of CTs. Core lab derived angle measurements
were used to define the groups,

6.2.2 Post-hoc Secondary Safety and Effectiveness Analyses

Post-hoc secondary outcomes included technicai success at 30 days as adjudicated by an independent data
monitoring committee (DMC).

Post-hoc 12 month secondary analyses included: the propertion of Aorfix™ subjects free from: any MAE, all cause
mortality, aneurysm related mortality, graft migration, graft fracture and endoleaks. In addition, changes in volume of
aneurysms, changes in diameter of aneurysms, stent graft patency, conversions, aneurysm ruptures, secondary
procedures, and procedural success were analyzed.

6.3 Subject Accountability and Follow-Up

Follow-up evaluations were conducted at 1 month, 6§ months (if needed), 12 months, and annually thereafter for a
total of 5 years from the index procedure.

Although at 12 months, 86% of subjects had CT follow-up and 81% had KUB follow-up, detailed imaging deficits,
such as lack of contrast enhancement or poor KUB image quality, substantially reduced the proportion of subjects
with assessable data for the effectiveness endpoint.

At the lime of database lock, 221 Aorfix™ subjects were consented in the PMA study. Of these, Aorfix™ implantation
was not attempted in 2 subjects due to scheduling and graft availability and in one subject due to deteriorating health.

Therefore, 218 subjects had an Aorfix™ procedure initiated with the Intention To Treat (ITT Population}. Of these, 8
subjects did not have an Aorfix™ graft successfully deployed, leaving 210 subjects that completed the Aorfix™
procedure (Effectiveness Population). Subjects were unable to be followed-up for effectiveness purposes if they had
not had an Aorfix™ graft implanted, had died or withdrawn from the study, had their Aorfix™ repair converted to an
open repalr, were lost to follow-up or were not yet due for follow-up. See section 6.8.7 for additional details.

Two hundred seven (267) subjects who received the stent graft were eligible for follow-up at 30 days. Of these, 189
{91%) had a chinical follow-up visit and 173 (84%) had CT scans. The 30 day follow-up window extended from 23 to
150 postoperative days.
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One hundred forty-eight (148) subjects presented for a 6 month clinical visit. Although the protocol did not require a
CT scan at the 6 month visit, 109 subjects had a CT performed.

At the 12 month follow-up interval, 196 subjects were eligible for clinical and imaging follow-up. Of these, 171 (87%)
had clinical follow-up visits and 168 (86%) had CT scans performed. The 12 month follow-up window extended from
10 months to 22 months. Table 3 summarizes subject and scan accountability.

In the pre-specified analysis group of neck angles of 60° to 90°, 108 were eligible for 30 day follow-up, 99 subjects
(92%) presented for a clinical follow-up and 91 (84%) had CT scans performed. 101 were eligible for a 12 month
follow-up, 91 (90%) presented for a clinical follow-up and 87 (86%) had CT scans performed.

Data analysis sample sizes vary for each of the time points below and in the following tables. This variability is due to
subject availability for follow-up as well as quality of images available from specific time points for evaluation.
Although measures were undertaken to attempt 100% follow-up, this did not occur due to subject's health status,

Lombard Medical Technologies, Inc.

geographic proximity to evaluating physician, and core lab determined imaging quality.

Table 3 Subject Accountability and Follow-up, for Patients with an Aorfix™ Implanted

Number of Subjects Assessable Endpoints Before Next Visit
=
5 o | 3
s "o b 37 X
3 = 8o 2 |
- o - o
s 2 |ce|8 |- | 5|35
N E . "o S | a8 |[®n| & o H P L ‘e
7] 1 = 2 o | 28| = 3 = ] 8 E
(%) g | 2 m | 2| <|53|8s| 5|8 (8|2 |z2|%|%
™ - = = k= © = °
Saists d|5|6|2|&|T|6<las|F | & |8 |=|8| 3|2
Subjects Implanted 210 | 210
(100)
Reasons not eligible for 3
next visit
30 days expanded o07 | 189 | 173 | 166 138 163 160
(23 to 150 days) (91.3) | (83.6) | (80.2) (66.7) (78.7) (77.3)
Reasons not eligible for ' - 2 1 1
next visit
6 months 148 | 109° | 139 81 101 136
203
(5 to 7 months) (72.9) | (53.7) | (68.5) (39.9) (49.8) (67)
Reasons not eligible for 4 3
next visit
12 months expanded 196 171 168 158 6 124 168 143 160 150
(10 to 22 months) (87.2) | (85.7) | (80.6) | (3.1) | (63.3) | (85.7) | (73) | (81.6) | (76.5)
Reasons not eligible for
next visit “ * 3 28
24 months expanded 152 | 134 | 127 | 118 8 79 127 | 102 | 119 | 103
(22 to 34 months) (88.2) | (83.8) [ (76.3) | (5.3) | (52) | (83.8) | (67.1) | (78.3) | (67.8)
Reasons not eligible for
next visit » 4 t 8
36 months expanded 112 85 80 76 i 55 79 89 75 67
(34 to 46 months) (75.9) | (71.4) | (87.9) | (15.2) | (49.1) | (70.5) | (61.8) | (67) | (59.8)
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Reasons not eligible for - 2 2 51
next visit

48 months expanded 50 21 19 16 25 12 19 16 19 14

(46 to 58 months) (42) | (38) | (32) | (50) | (24) | (38) [ (32) | (38) | (28)

Reasonis not eligible for 2 1 1 a7
next visit

60 months expanded 9 6 4 4 3 3 4 3 4 4

(>58 months) (66.7) | (44.4) | (44.4) | (33.3) | (33.3) | (44.4) | (33.3) | (44.4) | (44.4)

"N Expected is the number of subjects previously eligible for follow-up, minus those that have terminated or are not yet due for the
visit.

? Subjects within visit window, but no data yet available.

? Subjects with data assessable for stent graft patency, endoleak, and stent fracture through 6 months plus change in aneurysm size
and migration from 12 months onward.

* Subjects with scans 1-150 days postoperative and respective follow-up.

¥ Not required by protocol.

Table 4 Subject Accountability and Follow-up in the COS Arm

Subjects Bef‘:,'i:it"m
=
S
- © ]
3| 3| = | 3
. 8| 3| | 2
(%) X w g
All COS . ;‘é s
Subjects g
76
Subjects 76 (100) 0 0
Events after implant but before a 0 0 1
30 day visit
30 days expanded (23 to 150 75 69 0 0
days) (92)
Events after 30 day visit but 0 0 2 0
before a 6 month visit
42*
6 months (5 to 7 months) 73 (57.5) 0 0
Events after 6 month visit but 0 0 1 1
before a 12 month visit
12 months expanded (10-22 71 62
months) (87.3)

N Expected is the number of subjects previously eligible for follow-up, minus those that
have terminated or are not yet due for the visit.
% Not required by protocol.

6.4 Demographics and Medical History

The demographic data for the Aorfix™ ITT population and the COS population are presented and compared in Table
5 while the medical histories of the two populations are presented in Table 6. On average the Aorfix™ subjects
represent a significantly older subject population (76 vs. 69; p<0.001). The proportion of female subjects treated was
substantially higher in the Aorfix™ population compared with the COS population (29% vs. 20%). This difference is
particularly influenced by the Aorfix™ 260° group in which 35% of subjects were female, which was significantly more
than the COS population (p=0.017).
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A significantly higher proportion of the COS population presented with history of tobacco use (97% v 87%; p=0.008).
There were also several notable differences in baseline medical history between the Aorfix™ population and the COS
population which failed to reach significance because of limited subject numbers, Comparing Aorfix™ with COS,
Congestive heart faiture (13% v 5.4%), Angina (11% v 5.3%), Liver disease (4.6% v 1.3%) and Renal disease {14.3%
v 6.7%) have more than double the incidence’in the Aorfix™ population than in the COS. Coagulopathy (1.4% v
5.3%} and peripheral artery occlusive disease {10% v 17%) had lower incidence in the Aorfix™ population than in the
COs.

The data presented below is grouped in the post-hoc analysis groups. The pre-defined group of 60° to 90° showed a
similar mean age of 76 years and similar percent females at 28%. The baseline meducal histories of the 60° to 90°
group were similar ta those of the 260° group.

Lombard Medical Technologies, Inc.

Table 5 Demographics
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N
:"591?3 Aorfix™ Aorfix™ Aorfix™ cos
" <B0° 260° ITT T
- N=67 . N=151 N=218 N=76
(n/N)
Mean Age
n=67 n=151 n=218 n=76
Age 74.0* 76.3* 75.6% 69.2
+7.02 £7.24 +£7.51 +7.04
Age Category**
1.5% 0.5% 3.9%
<55 years (/67 0 (1/218) (3/76)
16.4% 9.3% 115% 26.3%
86-65 years (11/67) (14/151) (25/218) (20/76)
343% 35.8% 35.3% 48.7%
66-75 years (23/67) (54/151) (771218) (37/76)
43.3% 47.7% 46.3% 21.1%
76-85 years (28/67) (721151) (101/218) (16/76)
45% 7.3% 6.4%
286 years (3/67) (11/151) (14/218) 0
Gender
Mate 85.1% 84.9%* 7114% 80.3%
(57/67) (98/151) (155/218)  (64/76)
14,9% 35.1%* 28.9% 19.7%
Female (10/67) (521151) (63/218) (15/76)
Ethnicity .
White, non-. 94.0% 91.4% 92.2% 90.8%
Hispanic (63/67) (138/151) (201/218) (69/76)
6.0 % 6% 7.8% 9.2%
Non-White (4/67) (13/151) (17/218) (7176)

“indicates difference between each Acrfix group and the COS population ps0.05
44 The distribution of ages is significantly different from COS for all Aorfix subgroups
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Table 6 Baseline Medical Histo

% Aorfix™ | Aorfix™ | Aorfix™ cos
(n/N} <60° 260° T NeTE
Body System/Condition N=67 N=151 N=218
Patients with at Least One 100.0% 99.3% 99.5% 100.0%
Condition @767) | (150/151) | (217/218) (76/76)
) 94.0% 94.0% 94.0% 88.2%
Cardiovascular (63/67) (142/151) | (205/218) (67/76)
- 9.0% 11.9% 11.0% 5.3%
Angina (6/67) (18/151) (24/218) (4/67)
) 16.4% 23.8% 216% 211%
Arrhythmia (11/67) (36/151) {47/218) (16/76)
4.5% . 1.4% 5.3%
Coagulopathy (3/67) 0 (3/215) (4/76)
- . 10.8% 13.4% 12.6% 5.4%
Congestive Heart Failure (7/65) (20/149) (71214) (4/74)
) ‘ 50.7% 43 6% 45 8% 37.0%
Coronary Artery Disease (34/67) | ° (65/149) (99/216) (27/73)
- 15.4% 12.6% 13.4% 7.9%
History of Stroke or TIA (065 | (197151 | (29/218) (6/76)
- 89.6% 83.3% 85.3% 80.3%
Hypertension 60/67) | (125/150) | (185217) |  (61776)
- - 32.8% 20.8% 245% 25.0%
Myocardial Infarction (22/67) (31/149) (53/216) (19/76
Peripheral Arterial Occlusive 10.8% 9.9% 101% 17.1%
Disease (7/65) (14/142) (21/207) (12/70)
5.0% 11.3% 10.6% 7.9%
Valvular Disease (6/67) A7151) | (23r218) (6/76)
Other 98.5% 98.0% 98.2% 98.7%
¢ (66/67) | (148/151) | (214/218) (75/76)
6.0% 2.0% 32% 8.0%
Alcohol Abuse (4167) (3/150) ar17) (6/75)
6.0% 3.3% 41% 2.6%
Allergy to Contrast (4/67) (5/151) (9/218) (2/76)
Allergy to Nickel 0 0 0 0
— 5.0% 11.9% 11.0% 9.2%
Allergy to Penicillin (6/67) (18151) | (24/218) (7776)
27 3% 30.5% 29.5% 23.7%
Cancer (18/68) (46/151) (64/217) (18/76)
Diabotes 19.4% 16.7% 17.5% 12.0%
(13/67) (25/150) (38/217) (9/75)
Family History of AAA 27 6% 50.1% 22.4% 25.4%
Disease (16/58) (27/134) (43/192) (17/67)
. . 7.5% 3.3% 46% 1.3%
Liver Disease (5/67) (5/151) (10/218) (1/75)
- ) 19.4% 13.9% 15.6% 21.1%
Obesity (13/67) (21151) | (34/218) (16/76)
- 15.4% 30.7% 26.0% 227%
Other Chronic Disease (10/65) 46/150) | (56/215) (17/75)
- 38.4% 33.3% 31.8% 28.2%
Pulmonary Insufficiency (19/67) 491147) | (68/214) (20771)
) 25.4% 29.8% 28.4% 171%
Seasonal/Other Allergies (17/67) (45/151) (62/218) (13/76)
97.0% 82.8%" 87.2%" 97.4%
Tobacco Use (65/67) (125151) | (190/218) |  (74/76)
. 0.7% 0.6%
Wound Infection 0 (1151} (1/218) 0
) 13.4% 14.7% 14.3% 8.7%
Renal Disease (9/67) @22150) | @1217) (5/75)

Sample sizes vary for specific baseline medical conditions due to missing data at the time of report writing.
*indicales difference between each Aorfix group and the COS population p<0.05
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6.5 Baseline Aneurysm and Access Vessel Characteristics

Average neck length in the COS ITT was shorter than in the Aorfix™ [TT population while average neck angles were
higher in the Acrfix™ ITT population than in the COS ITT population. These measurements apart, the preoperative
CT measurements showed all other dimensions, including the range and distribution of aneurysm diameters, to be
generally comparable across the contrel population and the Aorfix™ population. Table 7 to Table 9 summarize
aneurysm and access vessel characteristics. )

Table 7- Baseline Aneurysm and Access Vessel Characteristics

N Aorfix™ Aorfix™ Aorfix™ cOS
Mean <80° 260° 1T N=76&
+ 8D N=67 N=151 N=218
lliac Aneurysm 0 2.0% 1.4% 0
without AAA (3151) (3/218)
“iac Aneurysm 3.00/0 2.0% 230/6 6.6%
with AAA (2/67) {3/151) (5/218) (5/76)
Proximal Neck n=67 n=151 n=218 n=75
Diameter imm 23.41 22.23* 22.594 24.82
Infrarenal (mmj} 234 +272 +2.99 +5.17
Proximal Neck n=67 n=151 n=218 n=75
Diameter 7mm 23.25% 22.44* 22.69* 27.90
Infrarenal {mm) +3.12 +3.15 " +3.16 +6.79
Proximal Neck © n=67 n=151 n=218 n=75
Diameter 15mm 25.08% 24.14* 24.43* 32.90
Infrarenal (mm) +430 + 5.64 +5.27 + 8.77
romatec | oL | Ll | pat | o
Length {mm) ' : : ;
+15.38 +12.60 + 13.51 1274
n=67 n=151 n=218 n=75%
::1‘”:2‘:?}' Neck 44.75 83,264 71.42% 48.24
9 +12.32 +14.51. +22.56 +23.26
. n=67 : n=151 n=218 n=75
(sr:fn?'a’“‘“e’ 54.31 58.95 57.53 5769
- + 898 +11.93 +11.29 - +8.76
n=66 n=151 n=217 n=74
Sac Volume {cc) 168,014 218.37 . 203.05 200.82
+ 68.36 + 108.21 1 100.38 + 88.68
Maximurﬁ Left lliac n;g% n=1 51‘ n=217 n=72
Diameter (mm) 17. 18.73 18.99 ‘ 17.27
+ 4,50 + 9.50 1 8.37 +86.38
Maximum Right n=66 n=151 n=217 n=74
lliac Diameter (mm) 17.53 21.02 19.96 18.54
+ 4.60 +95.06 *8.12 +7.69
n=67 n=151 n=218 n=75%
E::,’::::: ":fn"r:) 25.79* 24.27* . 24.74% 27.49
+3.18 +3.02 +3.14 +5.48

Yindicates difference between each Aorfix group and the COS population p=0.05
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Table 8 Distribution of Aneurysm Diameters
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%
(vN) Aorfix™ Aorfix™ Aorfix™ cos
' <60° 260° ImT T
Aneurysm _ . = =
Thaurysm N=67 N=151 N=218 N=76
{rmm)
07% 05%
<30 0 (1/15%) (1/218) 0
1.3% 0.9% 1.3%
3010 <40 0 (2/151) (2/218) {1176)
38.8% 14.6% 22% 14.7%
4010 <50 (26/67) (22/151) (48/218) (11/76)
40.3% 47.0% 45.0% 6.7%
50 to <60 (27/67) (71/151) (98/218) (35/76)
14.9% 50.5% 18.8% 25.3%
60 to <70 (10/67) (31/151) (41/218) (19/76)
4.5% 10.6% 8.7% 10.7%
70 to <80 (3/67) (16/151) (19/218) (8/76)
15% 3.3% 2.8% 1.3%
80 10 <90 (1/67) (5/151) (6/218) (1/76)
2.0% 1.4%
290 0 (3/151) (3/218) 0
Table 9 Distribution of Aortic Neck Angles
[}
( n{;" Aorfix™ Aorix™ Aorfix™ cos
Aeu ek <60° >60° ITT T
Anrgles ) N=67 N=151 N=218 N=76
<a0° 26.5% 8.3% 37.3%
(18/67) izt 8) (28/73}
. N 26.9% 8.3% 18.7%
40° to <50 (18/67) (18/218) (14/73)
. N 46.3% 14.2% 17.3%
Lo L ey o7,
o a - . . l"’0 . °u . ("]
60° to <70 (24/151) (24/218) (8/76)
N . 29.1% 20.2% 9.3%
70% to <80 (44/151) (44/218) (7176)
. ; 73.8% 16.5% 3%
80° to <80 (36/1151) (36/218) (1176)
: : 22.5% 15.6% 2.7%
90° to <100 (34/151) (34/218) (2/76)
100° 8.6% 6.0% 2.7%
(13/151) (13/218) (2/76)

Tortuosity index is used to provide a ratio of the tortuosity of a vessel. It represents the extra length travelled by a
vessel between its origin and terminus, because of tortuosity, compared with the length it would have had if it took a
straight path,

Aocrto-iliac tortuosity is calculated from the distal renal artery to the right or left femoral artery bifurcation and lliac
tortucsity is calculated from the aortic bifurcation to the right or left femoral artery bifurcation. For each group there is
a substantial range of tortuosities. Tortuosity indices in the all angle Aorfix™ group are larger than the COS group
and are listed in Table 10,
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Table 10 Tortuosity Indices
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N Aorfix™ Aorfix™ Aorfix™ cos
Mean <G{° >60° ITT N=76
1 SD N=67 N=151 N=218
. . =66 n=149 n=215 n=73
13;9;“ 0‘;?”%'(';:? 1.23g% 1.330% 1.302% 1243
uosity +0.077 0,101 +0.103 £0.107
. =66 n=149 n=215 =72
#eft A°r.‘°‘:"3° 12514 13334 1.308% 1244
ortuosity Index +0.081 +0.114 £0.411 1 0.105
Right lliac n=65 n=149 n=214
. 1.291 1.325 1.315 Not Calculated”
Tortuosity Index +0.121 +0.143 +0.137
Lol n=65 n=149 n=214 ,
Tortucsty Index 1.272 1.322 1.307 Not Calculated
uosity +0.105 +0.154 +0.143

Lindicates difference between each Aorfix group and the COS population p<0.05

6.6 Devices Implanted

The Acrfix™ device is a two piece device comprising an aortic body with conjoined ipsilateral leg and a modular
contralateral leg. Proximal extenders, distal extenders and an AUl converter can be used with the basic implants,
Table 11 provides details of the number of Aorfix™ devices implanted per index procedure, Table 12 lists the number

of devices implanted by Type and by neck angle

and Table 13 lists the number of devices by aortic diameters

implanted.
Table 11 Number of Devices Implanted
% Aorfix™ Aorfix™ Aorfix™
{n/N) <60° 260°
Number of Devices As Treated As Treated As Treated
Implanted per Subject N=67 N=143 N=210
T g 52.2% 55.2% 54.3%
(35/67) (79/143) {114/210)
3 37.3% 35.7% 36.2%
: (25/67) (51/143) {76/210)
4 10.4% 9.1% 9.0%
{7/67)’ {13/143) {19/210)
‘includes 1 subject who at the time of lock, the database showed only 1 device used but operative report
indicated 4 had been used.
Table 12 Aorfix™ Device Implanted by Type at Index Procedure
Y Aorfix™ Aorfix™ Aorfix™
( n,‘l',‘} <60° 260°
Device Type As Treated As Treated As Treated
yp N=67 N=143 N=210
. 100% 100% 100%
Bifurcated Body (67/67) (143/143) (210/210)
97.0% 97.2% 97.1%
Contralateral Leg (65/67) (139/143) (204/210)
. 47.8% 36.4% 40.0%
Distal Extender (32/67) (52/143) (84/210)
. 7.5% 18.2% 14.8%
Proximal Extender (5/67) (261143) (31/210)
1.5% 21% 1.9%
Converter (1/67) (3/143) (4210)
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Table 13 lists the numbers and sizes of devices. recorded as used, taken from the ITT population. While full records
are available on the types of devices implanted, in a minority of cases, accurate data on the size of implanted device
was not available at the time of data-base lock. The denominators in the table reflect the numbers of each device
component with complete data.

Table 13 Diameters of Devices Implanted

Aorfix™ Piece Diameter {mm) Aorfix™
% (n/N)
Body 24 26.6% 54/203
25 3.0% 6/203
26 17.2% 35/203
27 - 5.9% _12/203
28 23.6% 48/203
29 3.9% 8/203
30 3.9% B/203
31 15.8% 32/203
Ipsilateral Leg - 10 0.5% 1/202
‘ 12 19.3% 39/202
14 13.9% 28/202
18 351% 717202
18 8.9% 18/202
20 22.3% 45/202
Contralateral Leg 10 2.6% 5/184
12 18.0% 35194
14 19.1% 377194
16 24.2% 47/184
18 13.4% 26194
20 22.7% 441194
Distal Extender 10 1.3% 1/80
12 22.5% 18/80
14 21.3% 17/80
16 22.5% 18/80
18 6.3% 5/80
20 . 26.3% 21/80
Proximal Extender 24 16.7% 5/30
25 6.7% 2130
26 23.3% 7/30
27 0 . Q
28 26.7% 8/30 .
29 6.7% 2/30
30 g 0
31 20.0% 6/30
Converter 25 60.0% 315
27 20.0% : 1/5
29 20.0% 1/5
31 0 0

6.7 Study Results: Safety Endpoints

Table 14 and Table 15 provide an analysis of the major adverse events within 30 days. The data below, coniaining
post-hoc analysis groups provides a comparison of the Aorfix™ |TT and the COS freedom from MAEs within 30 days
(76% versus 59%). Subjects in the Aorfix™ 60° to 90° pre-specified analysis group had 75% freedom from Major
Adverse Events compared with 59% of subjects in the COS control population. All subjects were evaluable within 30
days of the procedure.
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% Aorfix™ Aorfix™ Aorfix™ cos
(n/N) <60° 260° ITT Nere
[85% CI] N=67 N=151 N=218
82.1% 72.8% 75.7% ;
fv'if:i‘:f;a f;:"; any MAE (55/67) (1107151) (165/218) ({34%/273
¥ [72.9%- 91.3%] | [65.8%-79.9%] | [70.0%- 81.4%]

As anticipated, blood loss was the major event significantly improved by the use of Aorfix. While not reaching
statistical significance, Aorfix™ subjects had a higher rate of Congestive Heart Failure (CHF) events, possibly related
to the higher baseline rates of CHF in that population. Compared with control, increased levels of graft thrombosis
-(3) and device revision (4) were seen in the Aorfix™ population. Full details are provided in 6.8.6 t0 6.8.8.
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Table 15 Major Adverse Event Components {within 30 Days
% Aorfix™ Aorfix™ Aorfix™ CcOoSs
(n/N) <60° >=60° I T
MAE N=67 © N=151 N=218 N=76
Excessive Bleeding 9.0% 13.9% 12.4% . 35.5%
Requiring Transfusion (6/67) (21/151) {27/1218) {27/76)
. 0.7% 0.5%
Cardiac Arrest 0 (11151) (1/218) 0
. - 1.5% 2.0% 1.8%
Myocardial Infarction (1/67) ‘ (3/151%) (4/218) 0
. . 1.5% 4.0% 3.2%
Congestive Heart Failure (1767) (6/151) (7/218) 0
. 2.0% 1.4% 1.3%
Pulmonary Failure 0 (3/151) (3/218) (1176)
. 1.3% 0.9% 1.3%
Renal Failure Q {2M151) (2/218) (1/76)
. 0.7% 0.5%
Bowel Ischemia 0 (11151) (1/218) 0
0.7% 0.5%
Sepsis 0 (11151) (1/218) 0
Surgical Wound 3.0% 4.6% 4.1% 5.3%
Complication (2167) (7/151) (9/218) (4176)
Aneurysm Rupture 0 0 0 0
1.5% 2.0% 1.8% 1.3%
Graft Occlusion (1/67) (3151) (41218) (1/76)
. 2.0% 1.4%
Graft Thrombosis 0 (3/151) (3/218) 0
Graft Infection 0 g 0 0
False Aneurysm g 0 0 0
Device replacement or 1.5% 2.0% 1.8% 0
revision {(1/67) {(31151) (4/218)
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Table 16 provides rates of major adverse events within 12 months. Sixty-seven percent (67%) of subjects in the
Aarfix™ population were free from Major Adverse Events and 53.9% of subjects in the COS control population.

Table 16 Major Adverse Events Free Rates (within 12 months

Y Aorfix™ Aorfix™ Aorfix™ coSs
{nIN) <60° 260° It ITT
N=67 N=151 N=218 N=76
Freedom from any MAE - 74.6% 64.2% 67.4% 53.9%
within 12 months . (50/67) (97/151) (147/218) (41/76)

Table 17 provides the all-cause mortality free rate at 30 days and 12 months for the Aorfix™ population and the COS
control population, The data below accounts for all deaths at 30 days and 365 days regardless of follow-up windows.
See Table 3 for an accounting of deaths per time interval and follow-up window.

Table 17 All Cause Monrtality-Free rate at 30 Days and 12 months

% Aorfix™ Aorfix™ Aorfix™ cos

{n/N) <60° >=60° ITT ITT
{N=67) (N=151) (N=218) {N=76}
All-Cause Mortality-Free 98.5% 98.0% 98.2% 98.7%
Rate 30 Days (66/67) (148/151) (214/218) (75/76)
All-Cause Mortality- 95.5% . 92.1% 93.1% 93.4%
Free Rate at 12 months {64167} {139/151) (203/218) (71/786)

Table 18 Lists the Kaplan-Meier estimates of All Cause Mortality Free Rates for the Aorfix™ and COS populations
and the eslimates are plotted in Figure 13.

Table 18 Kaplan Meier estimate of rates of freedom from All Cause Mortality at 12 months

% ) Treatmentto | 31 Days to 183 Days to
{Events/At Risk) 30 Days 182 Days 365 Days
All Acorfix™ Subjects 1.8% 1.9% 3.5%
N (4/218) (4/211) {(7/200)
KM Estimate * SE 0,981 £ 0.009 | 0.962+0.013 | 0927+ 0.018
. 1.3% - 2.7% 2.7%
COS Subjects N (1/76) (2175) (2/73)
KM Estimate + SE 0.987 +0.013 | 0.961£0.022 | 0.934 £ 0.029
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Figure 13 Kaplan-Meter Estimate of 1-Year Freedom from All Cause Mortality
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Aneurysm-related morality was assessed by the DMC. All subjects dying prior to hospital discharge or within the first
30 post-operative days were included. to which were added those subjects who died directly from the aneurysm or as
a consequence of revision surgery performed an the stent graft.

Aneurysm-related mortality free rate within 12 months was 98% and is shown in Table 19 .
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Table 19 Aneurysm-Related Mortality Free Rates at 30 Days and 12 Months

% Aorfix™ Aorfix™ Aorfix™ [e]a]]
{n/N) <60° 260° T ITT
N=67 N=151 N=218 {N=76)
Aneurysm-Related 98.4% 97.9% 98.1% 28.7%
Mortality Free, 30 days (60/61) {143/146) {203/207) (75/78)
Aneurysm-Related
Mortality Free, 12 98.4% 96.6% 97.1% 57.4%
months (80/61) {141/146) (201/207) {74176}

Data analysis sample represents data available to the DMC at time of review,
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Table 20 Kaptan Meier Estimate of Aneurysm Related Mortality Free Rates at 12 Months

% Treatment to 31 Days to 183 Days to
(Events/At Risk) 30 Days 182 Days 365 Days
All Aorfix™ Subjects 0.9% 1.9% 1.9%

N (2/218) (21211} {0/200)
KM Estimate * SE 0.981 £0.008 | 0.972+0.011 | 0.972x0.0N11
. 1.3% 1.3% 1.3%
cOos Subjects N (1776) (0175) (O73)
KM Estimate * SE 0.987 +0,013 | 0.974+0.018 | 0.974+0.018

Figure 14 Kaplan Meier Estimate of Freedom from Aneurysm Related Mortality at 12 months
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6.8 Study Results: Effectiveness Endpoints

6.8.1 Compaosite Effectiveness Endpoint

Table 21 provides the proportion of subjects in the Aorfix™ group and in the post-hoc analysis to reach the primary
effectiveness composite endpoint at 12 months. The analysis is limited by including all data from 12 months as well
as from later time points when 12 month data was not available for a particular endpoint. With this imputation, the
compaosite endpoint was achieved by 89% (Lower Bound: 80.1%) subjects in the pre-defined analysis group {60° to
90°) and by 90.7% (Lower Bound: 84.6%) subjecls in the post-hoc defined all angle group.
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Table 21 Primary Effectiveness

% Aorfix™ Aorfix™ Aorfix™
{n/N} <B0° 260°
[95% Cl]2 As Treated As Treated As Treated
Primary Effectiveness N=67 N=143 N=210
. 92.5% 90.0% 90.7%
c°“"’:ﬁ:§ endpolnt (37/40) (901100) - (127/140)
[79.6%, 98.4%] [B2.4%, 95.1%] (84.6%, 95.0%)]
1.8% 1.3%
Endoleak Type | or Hll 0 (2/108) (21150
Fracture in fixation zone - 6.4% 6.1% 6.2%
(Hooks) {3/147) (7/114) (10M161)°
Migration 0 1.7% 1.2%
{>10mm) (2/1119) (21172}

-As discussed in section 6.2 a tipping point analysis was also conducted to assess the impact that missing data had
on the results. Of the 70 total subjects who are not evaluable at 12 months the tipping imputation results in a failure
on the primary effectiveness endpoint when 19 (27%) are imputed as failures. This is nearly three times the rate
actually seen in the group with full data and suggests that the missing data is not biasing the results.

6.8.2 Migration (Core Lab)

There were 2 cases of stent graft migration in the Aorfix™ population through 12 months. One (1) subject is
described below because a hook fracture was detected. In the second case of migration, the diameter of the aorta at
the distal renal increased from 28mm post-operatively to 38mm at 12m. The aortic neck angle was 75°. The subject
received 2 31mm proximal diameter graft. There was no endoleak, sac diameter was stable at 12 months and there
was a sac volume increase of 10.4%.

6.8.3  Fracture (Core Lab)

- Ten subjects were identified with hook fracture. Following an analysis of these subjects at twelve post-operative
menths, there was an association with major, rapid neck dilatation In the majority of cases. Fraclures were associated
with subjects where the proximal sealing zone (that part of the aonia in which the proximal part of the stent graft lies)
had dilated rapidly (mean 4.85mm) in the first 12 months. In many cases, this dilation was associated with the device
having been landed maore than 1cm below the distal renal artery, usually in an attempt to use an adequate infra-renal
proximal landing zone for the device. In anatomies with an ectatic peri-renal aorta with a short, narrower infra-renal
zone prior to the aneurysmal sac forming distally, the dimensions of the shorter narrower zone (the isthmus) appear
to be particulary unstable as it dilates rapidly to match the dimensions of the aorta above and below these zones,
Analyses of neck diameters indicates that dilation is not a consequence of radial force of the device.

The most likely consequences of hook fracture are migration and Type la endoleak. The only subject having a Type
[a endoleak at 12 months did not have a fractured hook:

Of the 2 subjects with migration, 1 subject had a fractured hook. This subject had a neck angle of 102°, a neck length
of 12mm and a neck diameter that dilated from 27mm to 30mm at 12 months. The subject received a 28mm proximal
diameter graft. Sac diameter reduced 18mm from 77mm to 38mm in the same period. .

Mote that 2 stent-ring fractures were identified in the distal region of the aortic component. The fractures have not
been associated with any complications or interventions.

A revised wire specification was introduced during 2010. All fractures occurred in wire manufactured prior to this
date.

6.8.4 Endoleak at 30 Days and at 12 months

Table 22 shows all Types of endoleaks as identified by the core fab at 1 month and 12 months for the Aorfix™
population. There were 2 Type | and zero (0) Type lll endoleaks at 1 month, and 1 Type | and 1 Type Il at 12
months.

29

13¢



Lombard Medical Technologies, Inc. MOB80007/ME
12/31/2012 13:00 UK
Table 22 Endoleak Rates (Core Lab Assessed)

Aotfix™ Aorfix™ Aorfix™
% <60° 260°
(n/N} As Treated © As Treated As Treated
Endoleak N=67 N=143 N=210
. . 30 12 30 12 0 | 12
Time point Days months Days months Days months
. 1.8% 1.0% 12% | 07%
Endoleak Type la O % | emy | t1no0) | ey | (11a3) |
‘ 16.0% | 14.0% | 17.7% | 13.0% | 17.2% | 13.3%
Endoleak Type (8/50) | (6/43) | (20113} | (131100) | (28/163) | (191143)
1.0% 0.7%
Endoleak Type Ill 0 g 0 (1/100) 0 (1/143)
Endoleak Type IV 0 0 0 0 Q 0
2.0% L 3.0% 0.6% 2.1%
Indeterminate (1/50) 0 0 @oo) | (1183) | (3143)

*The Type | endoleak identified at 12 months was seen in a subject who received a non-contrast CT at earier follow-up.

4% The Core lab did not identify any Type Ib endoleaks although 2 Type Ib endoleaks were identified and treated by sites.

Table 23 provides details of the two subjects with Type | and Type Il endoleak at 12 months.
Table 23 Narrative Details of Subjects with Endoleak at 12 Months

Angle Narrati Related Endoleak
"} arrative Protocol MAE Type

Pre-op neck length measurement by core-lab of 9mm and
diameter of 20.5mm. 28mm proximal diameter graft

) ) None Type 1a
34 placed juxtarenally. Endoleak seen from first post op scan ve
without secondary intervention.
$mall endoleak seen at bottom of sac adjacent to
connection with distal extender, Leg re-lined with a
a2 competitor stent graft limb extending to the external iliac None Type M

but endoleak persisted at reduced level. Lumbar Type I!
was then coll occluded with successful exclusion of
endoleak.

6.8.5 Changes in Aneurysm Size from 30 Days to 12 months

Changes in sac diameter are used to assess the success of exclusion of the aneurysm sac. Volume measurements
can only be performed by software but are regarded as providing greater sensitivity to changes in sac size.

Table 24 shows the change in aneurysm diameter and velume as identified by Core Lab from 1 month to 12 months.
«  One (1) sac increased in diameter-as a result of a Type il endoleak. It also increased in volume.
«  QOne (1) sac increased in diameter without endoleak being detected. It did not increase in volume,
+ Nine (9) sacs increased in volume as a result of 8 Type Il endoleaks and 1 Type | endoleak.
+ Ten (10} sacs increased in volume without endoleak being detected.

In the Aorfix™ population, 44,1% of Aorfix 260° group showed sac diameter shrinkage.
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Table 24 Changes in Size of Aneurysr.n at 12 Months

-Aor‘fixo“‘ Aorﬂxi“' Aorfix™
'(yro\tN) Change As :‘fgated As $fgated As Treated
Measure N=67 N=143 N=210
"25 mm Shrinkage S%LZ") (23111 :/:) (g;l 19;/:))
Diameter NOCDhi:;gi‘er gﬁ,ﬁ (33111 :1%1’) ' (3?119;/8)
25 mm Growth 0 (;ha i ) (21/'*12 60/(;)
25% Shrinkage (-?5;30) (; ? ”0 :A; ) (17;25'/51?0)
Volume | NoVolume Change | gide | digni | @anen
26% Growth :g,f;/; (11 fjf:ﬁ) (11 b ;/5)

Table 25 provides details of the two patients with sac diameter increases > 5mm at 12 months.

Table 25 Narrative Details of Subjécts with Sac Diameter Increase >5mm at 12 Months

Secondary
Angle Narrative Intervention Protocol MAE
Sac increased 5.2mm in diameter to 73.3mm. Subject
with poor renal function did not have contrast enhance CT
post-operative. Highly angled neck with significant
3 volume reduction of 19.6% at 12 months. Some None None
remodelling of graft has taken place which may explain
increased diameter.
Sac increased 9.5mm in diameter to 84.6mm. Six months | Succesful Need for Device
.87 post operative a successful coil embolisation of Type Il Embolization of Replacement or
endoleak was performed. AAA sac Revision

6.8.6 Secondary Procedures Through 12 months

In the first 12 months, 34 subjects required a secondary procedure be performed, The DMC adjudicated those which
were device related (Table 26) from those which were related to the procedure or the patient’'s underlying condition
(Table 27). Atotal of 7 procedures were associated with treatment of stent graft leg patency and 6 procedures
involved treatment of renal artery patency. Six (68) procedures involved treatment of Type Il endoleaks and 5
procedures treated occlusive disease of the access vessels. Related Protocol MAEs are as reported by the
investigational sites. Nineteen (19) were reported for the 34 secondary procedures. Secondary procedures were
defined as surgical procedures requiring a separate anaesthesia to that induced for the index procedure.’

Adjuni:tive procedures (listed in Table 28) were performed during the index procedure but were additional to the
deployment of the stent graft.
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Table 26 Summary of Secondary Procedures Related to the Device (DMC Adjudication)
Accessory 1 Affected Reason for Explicitly
device Implantation | Related MAE Other MAE - Comment

Site

Procedures to Treat Graft Leg Patency

Stenting of Graft

Balloon-Expandable

Compressed Gate

Stent Graft Leg Stenosis of Graft | None None
2?;;‘:5“’3“'"9 Grafl Leg Stenosis of Graft | Graft Qcclusion None Compressed Gate
Fem-Fem bypass
. . Distal Extender
Vascular Graft GF aft Leg anq Qcclusion of Graft Occlusion None proximal end not
Distal Extension | Graft .
dilated fully
. Need for Device
Vascular Graft Graft Leg 8?::1“'0" of Replacement or Graft Thrombosis | Excess oversize
Revision
. Distal Extender
Grafl Legand Occlusion of . -
Vascular Graft Distal Extension | Graft Graft Ccclusion None proximal end not
dilated fully
Lysis and Angloplas
Graft Leg and QOcclusion of ’
None Distal Extension | Graft None None Distal Extender

Procedures to Treat

Renal Artery Patency

Stenting Renal Arte

Renal Part
Balloon-Expandable Renai Artery Covered by None Bowel Ischemia Flow restoration
Stent
Graft
Excessive
Balloon-Expandabie ; . Bleeding .
Stent Renal Artery Prophylaxis None Requiring Prophylaxis
Transfusion
Balloon-Expandatyia Stenosis of Surgical Wound .
Stent Renal Artery Renal Artery None Complication Flow restoration
' Need for Device
g:’;'n"t“'E""a“dab‘e Renal Astery Prophytaxis Replacementor | None Prophylaxis
Revision
Renal Part
None Renal Artery Covered by None None Observation
Graft
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2::;1“” Affected Site :;e;;?:;t(i);n . E’-;r;;:i;' {n AE Other MAE Comment
' . Procedures to Treat Other Complications” '’

Stenting of Graft

g:ellnc;on-Expandable Aortic Néck Eﬁ%il!:ak gg:!da;.:mzi\;lgs None Type la
Revisicn

Extension of Stent Graft

Type Ib Need for Device

Stent Graft Graft Leg Endoleak . Rep!a_cemem or Nore Type Ib
Revision

Stent Graft . Grafl Leg Type Ib gzglda:::mzen\;ig? None Type Ib

. Endoleak Revision

Conversion to Open Repair

Vascular Graft ﬁg’;: ea snd lliac g::g'ugroann ::gfa;(;i?fz? Nene gigz?:é?“m
Revision

Exclusion of Hypogastric Aneurysm

Stent Graft gi?lrj‘::a?igri“ac :rs‘rlzggwa:;:ic None ‘ None Other vascular

Implantation of Venous Filter

Greenfield Filter Vena Cava DVTs None Graft Thrombosis | Other vascular

Stenting for Dissection

g;aeti;:zxpanding iﬁ:{;‘al liac Dissection None E‘;:E:rtz::e:i?quiring Access vessel
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Table 27 Summary of Secendary Procedures Related to the Index Procedure or the Patient’s Underlying

Accessory
device

Affected
Site

Condition {DMC Adjudication)

Reason for
Imptantation

Explicitly
Related
MAE

.

Other MAE

Comment

Procedures to Trea

t Graft Leg Patency

Lysis and Angloplasty

None

Graft Leg

Occlusicn of

Graft
Thrombosis

Surgical Wound

Compressed Gate

Graft

Complication

Procedures to Treat Renal Artery Patency

Stenting Renal Arte

Balloon-Expandable
Stent

Renal Artery

Stenosis of
Renal Artery

None

None

Flow restaration

Procedures to Treat Type Il Endoleaks

Branch Vessel Embolization

Need for Device

Embolization Coil Lumbar Artery Type Il Endoleak | Replacement or | None Type il
Revision
| Need for Device
Embolization Coil Lumbar Artery Type Il Endoleak | Replacementor | None Type 1l
Revision
Need for Device
Embolization Coil Lumbar Artery Type Il Endoleak | Replacementor | None .| Typell
Revigion
; . Need for Device
Embolization Coil Lumbar Arery Type Il Endoleak | Replacementor | None Type il
Revision
Need for Device | Dooesive
Embalization Coil Lumbar Artery Type Il Endoleak | Replacement or Requirir?g Type 1l
‘Revision Transfusion
Need for Device ’
Embolization Coil Lumbar Artery Type Il Endoleak | Replacementor | Cardiac Arrest Type Il
Revision
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Accessory Reason for ' | Explicitly y _
device Affected Site | | antation | Related MAE | OtherMAE | Comment

Procedures to Treat Access Vessels

Endarterectomy
Ncne Femaral Artery fjefm" of None Gratt Occlusion Access vessel
ative Vessel disease

Excessive

Necne #emoral Artery S:ﬁyesﬁg;;fe’ None g':gﬂir?gg Access Vessel
Transfusion

Angioplasty .

None Common lliac Dissection Nonhe None ‘ Access Vessel

Fem-Fem bypass

Vascular Graft AE:t:rryn al lliac S:t?\:lessgsosfel None None Access Vessel

Stenting for Dissection

Balloon-Expandable | External lliac Steposis of Graft ) None Native ‘vessel

Stent Artery Native Vessel Thrombosis stenosis

- Procedures to Treat Other Complications -

Artery Reconstruction

Femoral . ]
None Femoral Artery Pseudo- None None Access vessel

aneurysm
Wound Debridement

Slow Wound Surgical Wound
None Wound Healing Complication None Wound
Wound Drainage

Surgical Wound

None Wound Wound Seroma Complication None Wound

6.8.7 Adjunctive Procedures Performed at Index Procedure

This section addresses the Effectiveness population (N=210). The following discussion of adjunctive procedures
performed during the index procedure includes subjects that were not successfully implanted with Aorfix. It therefore
addresses the Intention To Treat population (N=218) s0 as to include all procedures involving intra-operative
conversions and access failures.

Table 28 lists 21 adjunctive procedures performed during the index procedure as reported by investigational sites.
Stenting of 1 stenosed graft leg, 2 renal arteries and attempted stenting of a third took place. Access complications
are reported in 8-subjects and intra-operative open conversion is reported 3 times.

Delivery system tip entrapment is reparted twice while extending a stent graft into a narrow external iliac artery and
involved detachment of the tip on one occasion. Since these events, the design of the tip has been changed to
reduce its profile and the method of attaching it has been re-specified.
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Accessory
device

L Explicitty -
Affected Reason for .
Site’ . Implantation I\Rﬁ\l;ted | Other MAE

Comment

Adjunctive Treatment of Graft Leg Patency

Adjunctive Stenting of Graft at index Procedure

Sell-Expanding
Stent

Graft Leg Stenosis of Graft | None Nore

Compressed Gate

Adjunctive Treatment of Renal Artery i‘-‘atency

Adjunctive Stenting Renal Artery at Index Procedure

Balloon-Expandable

Renal Part None None

Stent Renal Antery Covered by Graft Prophylaxis
Balloon-Expandable Stenosis of : .
Stent Renal Artery Renal Artery None None Prophylaxis
None Renal Artery Renal Part None None Unsuccessful

Covered by Graft

Renal Cannulation

.Adjunctive Treatment of Type il Endoleaks

Branch Vessel Embolization

Lumbar Artery |Type Il Endoleak | None None

Embolization Coil Type Il
Adjunctive Treatment for Access Complications
Access Failure
Multipie Balloon- Excessive
Expandable and Aorta and lliac . Bleeding A
Self-Expanding Arteries Access Failure Requiring None Attemptec_i cCess
Stents Transfusion
Excessive
. Bleeding Extreme iliac
None SPARE 1 Access Failure Requiring Nane ortuasity
Transfusion
Adjunctive Revision to Competitor EVAR
Aorta and lliac )
Stent Graft Anteries Access Failure . None Attempted Access
Adjunctive Stenting Access Vessel at Index
Multiple Balloon- Excessive .
Expandable and External lliac Access Bleeding
Self-Expanding AMery Improvement Requiring None Altempled Access
Stents Transfusion
Adjunctive Fem-Fem bypass at Index
Bypass N
. " Extension of graft
Vascular Graft 'Ezt:rnal liac g':lm"zeg stem Nene None to undersized
Y ) ry Sy external iliac
Tip
a6
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Comment

Adjurnictive Treatment for Access Complications

Adjunctive Artery Raconstruction

Excessive .
" - Extension of graft to
Common lliac Free Trapped Bleeding N
Vascular Graft Biturcation Delivery System | Requiring None it:ir;germzed external
) Transfusion
Adjunctive Stenting at Index
Self-Expandin External lliac Excessive
stent 9 te Dissection None Bleeding Requiring
ry Transfusion
Adjunctive Endarterectomy at Index
. Excessive Bleeding
Stenosis of -
None Femaral Artery Native Vessel None Requiring Access vessel

Transfusion

- - Open Conversion Performed at Index Procedure

Adjunctive Revision to Open AAA Repair

Excessive

Aorta and lliac Separation of Bleeding . i .
Vascular Graft Arteries Ende-Canduit Requiring Graft Thrombosis Intra-op Conversion
Transfusion
Unsuccessful :
. : Pulmonary Failure
Aorta and lliac | Gate exclusion o
Vascular Graft Arteries Mis-positioned None :?:L?::::;%
AUl Converter
Excessive
Aorta and lliac | Contralateral Bleeding
None Arteries Access Failure Requiring None Attempted Access
Transfusion
Adjunctive Treatment of Other Complications -
Addjunctive Extension of Stent Graft at Index
) Type Ib
Stent Graft Common lliac Endoleak None None
. Type la Competitor
Stent Graft Aortic Neck Endoleak None None component used
Adjunctive Fem-Fem bypass at Index
Cannulation ST;C:;?VE
Vascular Graft Common liac Failure and AUI Requiringg None Unplanned AL
Conversion Transfusion
Adjunctive Stenting of Graft at Index Procadure
’ Type Il Possible association
Stent Graft Distal Aorta E#c)! oleak Nene None with high
heparinisation
Adjunctive Stenting of SMA
. Excessive
Balloon- SMA Part Bleeding .
Expandable Stent SMA Covered by Graft | Requiring None
Transfusion
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6.8.8  Graft Patency at 12 Months

Note that 1 subject was found post-operatively to suffer from a hypercoaguable condition. His endograft occluded
completely two weeks post-cperatively and an emergently placed axillo-bi-femoral graft also occluded after a simitar
period before the condition was diagnosed.

As listed above, 7 secondary procedures and 1 adjunctive procedure were performed to address stent graft leg
patency. Particular causes of leg occlusion were
+ Distal extenders where the proximal end was incompletely dilated
» Flow dividers that were located in a narrow aorta so that the contralateral gate compressed the attached
ipsilateral limb,
+ -Extreme oversize of implants.

Please refer to 4 WARNINGS AND PRECAUTIONS to assist in device and patient selection.

6.8.8.1 Renal stenoses and occlusions

As listed above, & secondary precedures and 3 adjunctive procedurés were performed to address renal artery
patency. Flacement of proximal cuffs or balloon expandable stents is associated with more than half of all renal
interventions.

6.8.2 Conversions

This section addresses the Effectiveness population (N=210). All but 1 conversion was performed during the index
procedure in this study and so the following discussion of conversions addresses the Intention To Treat population so
as to include all cases.

Of the 218 subjects enrclled in the study, Three {3) subjects were converted to an open surgical repair during the
attempted Aorfix™ procedure. The first subject suffered a detachment of an endovascularly placed access conduit at
- the iliac artery on removal of the delivery system. A conversion was performed to control blood loss. The second
subject was converted to an opén procedure due to failure to cannulate the gate and a covered left hypogastric
artery. Access could not be gained on the contralateral side in the third subject because of a dissection. For the third
subject an incorrectly proximally placed AUl converter did not connect with_the ipsilateral leg causing a persistent
endoleak whose origin was incorrectly identified. A conversion was eventually performed to control the leak.

Of the 210 subjects who were subcessfu!ly treated with an Aorfix™ graft, 1 subject (0.5%) was converted to an gpen
procedure 30 days after the initial procedure secondary to a hypercoagulable state diagnosed post occlusion of the
Aorfix™ endograft and the subsequently placed axillar bi-fernoral graft.

6.8.10 Aneurysm Rupture

One subject (0.5%) experienced a contained rupture at the sixth postoperative week. After extensive diagnoslic
radiology, it was concluded that no endoleak was present and the subject was managed conservatively. Review of
device sizing indicates that the proximal diameter of the graft was undersized and the aortic neck showed high levels
of thrombus pre-operatively. QOver the first 12 months, the sac shrank 7% in volume but the aortic neck dilated. The
-implant migrated siowly and a [arge size proximal cuff was fitted during the 13" postoperative month,

6.8.11 Technical Success (Adjudicated by DMC}

The DMC used a robust definition of technical success to ensure that the adjudications were a reliable indicator of
true success. Technical success was assessed at 30 days post-operative and required successful access and
deployment, freedom from Type | and Il endoleak and freedom from additional intra-cperative and post-cperative
procedures. Results are presented in terms of technical failure and are listed in Table 29 and Table 30

38

AL



Lombard Medical Technologies, Inc.

MO80007/M6
12/31/2012 13:00 UK

Table 28 Technical and Procedural Failure (Assessed in ITT Population)

% Aorfix™ Aorfix™ “Aorfix™
(niN) <60° 260° Al
Eailure As Treated As Treated As Treated
- N=61 N=146 N=207

. . . 8.2% 15.1% 13.0%
Technical Failure (Intra-operative) (5/61) (22/148) (27/207)

. . 4.9% 5.8% 5.5%
Technical Failure {(Post-operative) (3/61) (8/146) (111207)

. 13.1% 20.5% 18.4%
Technical Failure (All} (8161) (30/148) (38/207)

Data analysis sample sizes vary due to data available to DMC at time of report writing.

Table 30 Causes of Technical Failure

Number Neck | Related

Category {AtIndex | Angle | Protocol

Procedure} | 260° MAEs
Renal event 8 (7} 6 3
Limk Occlusien 6 (1) 5 5
Unplanned Adjunctive Procedure 4 (4) 2 1
Access Vessel Repair aiMm 3 1
Access Failure 3 (3) 3 2
Type | (1 x distal extension implanted 3 (3) 3 1
post op to correct)
Conversion 2 (2) 2 2
Delivery System Retrieval Difficulty 1 (1) 1 1
Malfunction 2 (2) 2 1
SMA Stent 1 {1} 1 1
Mispositioned AUI 1(%) -1 1
Hypercoaguable state 1 {0) 0 i
Revision 1 {0) 1 1
Death pre 30d : ' 1(0) 0 1
Contained Rupture 1 (0) 0 1
TOTALS 38 (26) 30 23

6.8.12 Technical Observations

Two (2) cases were identified with fractures of the wire form in the aortic part of the stent graft, just proximal to the
flow divider. There were no clinical sequelae to the observations and in both cases significant sac volume reduction
was seen.

In one subject, a delivery system tip detached while extending a limb into the external iliac artery. Since that event,
manufacturing processes have been modified to strengthen the attachment of the tip and the shape of the tip has
been adjusted to reduce the risk of entrapment,
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Acute procedural outcomes with respect to procedure duratien, blood loss, blood transfusion, fluoroscopy exposure
time and length of stay in the hospital are presented in Table 31

Table 31 Clinical Utility

n
Mean
+STD Aorfix™ Aorfix™ Aorfix™
<60° 260° COS
Yo As Treated | As Treated | As Treated
{n/N) N=67 N=143 N=210 N=76
. n=66 . n=141 n=207 n=76
prEc”e'gL';"{z:in) 1643 177.4 173.2 222.8
+73.46 168.85 +70.44 +94,31
n=66 n=143 . n=209 n=786
Hospital Stay (days) 3.3 4.1 39 8.9
+1.92 +3.87 +3.38 +4.28
. n=67 n=139 n=206 n=70
Estimated blood 402.8 4301 421.2 43771
+456.08 +387.79 +410.32 - £1398.83
. n=65 n=141 n=206
F'“°’°(’;:i‘|’1';’ time 29.5 37.4 34.9 0
+17.69 124,45 +22.79
n=63 n=140 n=203
Contrast Used (cc) 146.2 143.3 144.2 0
+59.21 +71.49 +67.78
Subjects requiring 10.4% 20.3% 17.1% 43.4%
transfusion (7/67) (29/143) - (36/210) (33176)
Percutaneous 19.4% 17.5% 18.1% 0
Access (13/67) (25/143) (38/210)
Subjects receiving 82.1% 83.8% 83.3% 98.7%
general anesthesia (55/67) {119/143) (174/210) (75/76)

7 PATIENT SELECTION AND TREATMENT

7.1 Individualization of Treatment

Caution: Proper sizing of the Aorfix™ AAA Flexible Stent Graft System is the responsibility of the physician.

Each Aorfix™ AAA Stent Graft must be ordered in a size appropriate to fit the patient's anatomy. Physicians should
use adequate diagnostic techniques, including CT imaging, to evaluate fully the individual needs of the patient.

The stent graft components should be oversized te be larger than the vessel's inner diameter; aortic components
should be oversized approximately 10-30% and leg components by 10-20%. Refer to Table 32 and Table 33  for
guidance on device selection to achieve the selected degree of over sizing. Table 32 also gives a guide to the
depth of fishmouth for all combinations of graft and aortic diameter. -

The recommended overall length of the Aerfix™ Stent Graft, including additional components, should extend from the
lowest renal antery to just above the intemal iliac (hypogastric) artery.

All lengths and diameters of the stent graft components that may be needed to complete the procedure should be
ordered by and available to the physician, especially when there is a high degree of complexity in the anatomy that
makes precise planning uncertain.
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According to the extent to which the shape of the target vessels is changed by the insertion of stiff wires, the overall
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“length of each stent graft component may appear to be shorter or longer when deployed.

Use of the implant in Hliac arteries that have a distal landing zone less than 9mm in diameter poses an increased risk
for implant complications and delivery system entrapment.

Ensure that access vessels are capable of accepting the 22 Fr and 20 Fr delivery systems.

Physicians may consult with Lombard Medlcal to assist in selecting appropriate components of the stent graft, based
on the physician's assessment of the patient's anatomical measurements.

Please note that vessel diameters are measures inner wall to inner wall (Internal Diameter or ID) in healthy landing
zones. If the landing zone shows signs of disease, outer wall to outer wall measurements should be used.

Table 32 Aortic Implant Selection Chart

Fishmouth
Height Aortic Diameter {(mm)
{mm}
19 |20 |21 |22 |23
_l2a J12 J11 J1o |e 7o i %% %
E .. .
Y o |7 ,;-//W%%
g 10 |'e /%W///
E 13 12 |11 |9 %W
& 13 (12 |11 e
5 WW%%// 14 11 |12 (11 |10 |8
7 %%%ﬁ, 5 l1s [1a a2 |11 Lo

Key

11 10% to 30% oversized, 11mm fishmouth height
124 5% or 35% oversized, 12mm fishmouth height
% >35% or less than 5% oversized, 13mm fishmouth height

Table 33 lliac Implant Selection Chart

lliac Internal Hliac Internal lllac Internal
Stent Graft | Diameter, 10% | Diameter, 20% | Diameter, 30%
Ciameter (mm) | Over sizing Over sizing Over sizing_ |
10 10 9 8
12 12 1" 10
14 14 13 12
16 15 14 13
18 17 16 15
20 19 18 18

Considerations for patient selection include but are not limited to:
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Patient's age and life expectancy

Co-morbidities (e.g., cardiac, pulmonary or renal insufficiency prior to surgery, morbid cbesity)
Patient morphologic suitability for endovascular repair

Patient's suitability for open surgical repair

7.2 Specific Patient Populations

Do not use the Aorfix™ AAA Flexible Stent Graft System in patients unable to underge, or who will not be compliant
~ with, the necessary preoperative and postoperative imaging and implantation procedures described in Sections 11
and 12.

The Aorfix™ AAA Flexible Stent Graft System is not recommended in patients who cannot tolerale contrast agents
necessary for intraoperative and posteperative follow-up imaging. '

The Aorfix™ AAA Flexible Stent Graft System is not recommended in patients exceeding weight and/or size limits
necessary to meet imaging requirements.

Key anatomic elements thal may affect successful exclusion of the aneurysm include short proximal aortic neck
(<15mm, center-line length), pre-aneurysmal neck, thrombus and/or calcium formation at the arterial implantation
sites, specifically in the proximal aortic neck and distal iliac artery interface. Irregular calcification and/or plague may
compromise the fixation and sealing of the implant. Necks exhibiting these key anatomic elements may lead to
endoleak or graft migration. '

Adverse iliac anatomy, although potentially hazardous, is often amenable to adjunctive techniques, such as iliac
conduits, stenting or serial dilation, which will enable the Aorfix™ Stent Graft to be deployed safely and effectively.

Inappropriate patient selection may result in implant performance that is poor or is not in accordance with its
specifications.

The safety and effectiveness of the Aorfix™ AAA Flexible Stent Graft System has not been evaluated in patients who:
+ Are less than 21 years of age
+  Are pregnant or nursing
e Have an aneurysm that is:
‘o Mycotic
o Inflammatory
o Pseudoaneurysmal
+ Have an aortic neck < 15mm center-line length
Have a distance from the lower margin of the SMA to the distal end of the neck that is less than 20mm in
length
Have a deminant patent inferior mesenteric artery as a consequence of having a compromised SMA
Require emergent aneurysm treatment, e.g., trauma of rupture
Have a history of bleeding diathesis or coagulepathy
Have had a myocardial infarction (MI) within & months prior to implantation
Have a knewn hypersensitivity or contraindication to anticoagulants, antiplatelet, or contrast media, which is
not amenable to pre-treatment
Have an aneurysm with a proximal neck that has significant thrombus or caicified deposits
» Have arterial access that is not expected to accommodate the diameter of the delivery system as a result of
size or tortuosity
« Have a active infection at the time of the index precedure documented by pain, fever, drainage, positive
culture and/or leukocytosis that is treated with antimicrobial agents (non-prophylactic)
Have congenital degenerative collagen disease, e.g., Marfan’s Syndrome ‘
Have a creatinine level 2 2.5 mg/dl (or = 221 pmol/L)
Are on dialysis
Have a connective tissue disorder
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According to the extent to which the shape of the target vessels is changed by the insertion of stiff wires, the overall
length of each stent graft component may appear to be shorter or longer when deployed.

Use of the implant in iliac arteries that have a distal landing zone less than 9mm in diameter poses an increased risk
for implant complications and delivery system entrapment.

Ensure that access vessels are capable of accepting the 22 Fr and 20 Fr delivery systems.

Physicians may consult with Lombard Medical to assist in selecting appropriate components of the stent graft, based
on the physician's assegsment of the patient's anatomical measurements.

Please note that vesse! diameters are measures inner wall to inner wall (Internal Diameter or ID} in healthy landing
zones. If the landing zone shows signs of disease, outer wall to outer wall measurements should be used.

Table 32 Aortic Implant Selection Chart

Fishmouth
Height Aortic Diameter (mm)
{mm} ‘
19 20 21 22 23 24 25 26 27 28 29
B N A
es |zl o lo 7
Z e 7 A 7
Elas iid12 |11 0 |e e o
.‘E-' 7 R s - 7 )
= 26 M3 |12 |1 10 |9 . G
g 27 Ui g a2 1o le 5508 8 i
N 7 R . i
S |28 T o o dn e s B
i N - R
Sle Va7 s |1n 112 |1 |0 |s 15
@ ! % . . ‘,.-- n
Sl 1ne 1 10 4 s 13 |12 |11 10 |8
YA W A 5557 s Ggregree]
o A1 | 15 |14 |12 |1 10 -
Key
11 10% to 30% oversized, 11mm fishmouth height
12%%| 5% or 35% oversized, 12mm fishmouth height
4% % >389 or less than 5% oversized, 13mm fishmouth height
' Table 32 liiac Implant Selection Chart
lliac Internal Iliac Internat illac Internal
Stent Graft Diameter, 10% | Diameter, 20% | Diameter, 30% |
Diameter (mm} Over sizing Over sizing Over sizing
10 ' _10 9 8
12 12 . 11 10
14 14 13 - ) 12
16 15 14 13
18 17 16 15
20 19 18 16

Considerations for patient selection include but are not limited to:
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Patlent s age and life expectancy :

Co-morbidities (e.g., cardiac, pulmonary or renal insufficiency prior to surgery, morbid obesity)
Patient morphalogic suitability for endevascular repair.

Patient's suitability for open surgical repair

. & 2 »

7.2 Specific Patient Populations

Do not use the Aorfix™ AAA Flexible Stent Graft System in patients unable to undergo, or who will not be compliant
with, the necessary preoperatlve and postoperative imaging and implantation procedures described in Sections 11
and 12.

The Aorfix™ AAA Flexible Stent Graft System is not recommended in patients who cannot tolerate contrast agents
necessary for intraoperative and postoperative follow-up imaging.

The Aorfix™ AAA Flexible Stent Graft System is not recommended in patients exceeding weight and/or size limits '
necessary to meet imaging requirements.

Key anatomic elements that may affect successful exclusion of the aneurysm include short proximal aortic neck
{(<15mm, center-line length), pre-aneurysmal neck, thrombus and/or calcium formation at the arterial implantation -
sites, specifically in the proximal acrtic neck and distal iliac artery interface. Irregular calcification and/or plaque may
compromise the fixation and sealing of the implant. Necks exhibiting these key anatomic elements may lead to
endoleak or graft migration.

Adverse iliac anatomy, although potentially hazardous, is often amenable to adjuncuve techniques, such as iliac
conduits, stenting or serial dilation, which will enable the Aorfix™ Stent Graft to be deployed safely and effectively.

Inappropriate patient selection may result in implant performance that is poor or is not in accordance with its
specifications.

The safety and effectiveness of the Aorfix™ AAA Flexible Stent Graft System has not been evaluated in patients who:
s Are less than 21 years of age
e Are pregnant or nursing
« Have an aneurysm that is:
o Mycotic
o Inflammatory
o Pseudoaneurysmal
« Have an aortic neck < 15mm center-line length
Have a distance from the lfower margin of the SMA to the distal end of the neck that is less than 20mm in
length
Have a dominant patent inferior mesenteric artery as a consequence of having a compromised SMA
Require emergent aneurysm treatment, e.g., trauma or rupture :
Have a history of bleeding diathesis or coagulopathy
Have had a myocardial infarction (MI}) within 6 months prior to implantation
Have a known hypersensitivity or contraindication to anticoagulants, antiplatelet, or contrast media, which is
not amenable to pre-treatment
Have an aneurysm with a proximal neck that has sugnrfcant thrombus or calcified deposits
« Have arteriat access that is not expected to accommodate the diameter of the delivery system as a result of
size or tortuosity
e Have a active infaection at the time of the index procedure documented by pain, fever, drainage, positive
culture and/or leukocytosis that is treated with antimicrobial agents (non-prophylactic}
Have congenital degenerative collagen disease, e.g., Marfan's Syndrome
Have a creatinine level 2 2.5 mg/dl {or 2 221 pmol/L}
Are on dialysis
Have a connective tissue disorder
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8 PATIENT COUNSELING INFORMATION

Prior to treatment, the physician should review with the patient the risks and benefits of this endovascular procedure,
including:
+ Risks and benefits of aneurysm repair given the patient's age and life expectancy;
Risks, benefits and differences of open surgical repair;
Risks, benefits and differences of endovascular repair;
Risks related to noninterventional treatment {medical management);
Risks of aneurysm rupture as compared to the risk of endovascular repair;
The long-term safety and effectiveness of endovascular repair has not been established,
The importance of life-long, regular follow-up to assess patient's heaith status and lhe stent graft
performance;
Subsequent endevascular or open surgical repair of the aneurysm may be required;
« Patients with specific clinical findings (.g9. endoleaks, enlarging aneurysms) should he monitored closely;
+  Signs to seek prompt medical attention (including limb occlusion, aneurysm enlargement, or rupture}.

Lombard Medical recommends that the physician disclose to the patient, in written form, all risks associated with
treatment using the Aorfix™ AAA Flexible Stent Graft System. Details regarding risks occurring during and after
implantation of the device are provided in Section § Adverse Events. Additional counseling information can be found
in the Patient Information Booklet.

9 HOW SUPPLIED

The Aorfix™ AAA Flexible Stent Graft System components are supplied individually boxed, double pouched and
sterile. At least two components will normally be used in each procedure. Ensure that all devices that will potentially
needed to complete the procedure are available at the cutset.

The stent grafts are available in the following sizes and configurations, shown in Table 34 to Table 39
Table 34 Aortic Body and Attached Ipsilateral Limb Stent Graft Sizes - Diameters

. Catheter Delivery Stent Graft Distal Diameter
Stent gi;arf‘: el:;;xnmal Working | System Outer (available with all proximal
Length Profile diameters)
24mm 10mm
25mm - 12mm
26mm : . 14mm
27mm ; ‘ ' “16mm
59.5ecm | 22Fr
28mm 18mm
29mm : 20mm
30mm
31mm
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Table 35 Aortic Body and Attached Ipsilateral Leg Stent Graft Sizes — Lengths
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Mg:\afﬂto&ynzmnt lliac Leg Stent Graft Length
63mm 80mm 97mm

g1mm v v

96mm v v

111mm v 7 Y

126mm v v X

142mm v X X

Table 36 Contralateral Leg Sizes
oSGt | Swrsgranpisul | Caneer working | DebveySysem | Ll ot
diameters)

12mm 10mm 55.5cm . 20Fr 56mm
12mm 64mm
14mm 73mm
_16mm 81mm
18mm 90mm
20mm 98mm
106mm

Table 37 lliac Extension Sizes

Stent Graft Proximal and
distal Diameters

Catheter Working Length

Delivery System Outer
Profile :

Covered Stent Graft
Length

10mm

12mm

14mm

16mm

18mm

20mm

558.5em

20 Fr

51mm, 82mm

Use a distal extender diameter to match the distal diameter of the leg graft that is being extended.
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Table 38 Proximal Extender Sizes -
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Stent Graft Proximal and
distal Diameters

Catheter Working Length

Delivery System Outer
Profile

Covered Stent Graft
Length

24mm

25mm

26mm

27mm

28mm

29mm

30mm

3I1mm

59.5¢cm

22Fr

38mm

Use a proximal extender diameter to match the aortic diameter of the primary graft.

Table 39 AUl Converter Sizes

Stent Graft Proximai and | Catheter Working Length Delivery System Outer Covered Stent Graft
distal Diameters : Profile Length
25mm 59.5cm 22 Fr 72mm overall.
27mm 40mm aortic component
29mm
31mm

Use an AUl converter of the same size as or 1mm larger than the aortic diameter of the primary graft. Legs fit

all sizes. -

9.1 Sterility

Each Aorfix™ Stent Graft (bifurcated body, contralateral leg, proximal or distal extensions, and AUl converter} is
individually contained within an Aorfix™ Delivery System, which'is sterilized using ethylene oxide (ETO) sterilization.

Inspect the device and packaging to verify that no damage has occurred as a result of shipping. Do not use
this device if damaged or if the sterilization barrier had been damaged or broken.

Do not use after the expiration date printed on the label.

For single patient use only. Do not reuse, reprocess or re-sterilize. Reuse, reprocessing or re-sterilization
may compromise the structural integrity of the device and/er lead to device failure that may result in patient
injury, iliness or death, Reuse, reprocessing or re-sterilization may also create a risk of contamination of the
device and/or cause patient infection, including, but not limited to, the transmission of infectious disease(s)
from one patient to another. Contamination of the device may lead to injury, illness or death of the patient.
After use, dispose of the product and packaging in accordance with hospital, administrative and/for local
government policy. If the device is damaged or the integrity of the sterilization barrier has been
compromised, do not use the product and contact your Lombard Medical representative for return
information. '

9.2 Contents

One boxed, sterile, Aorfix™ AAA Flexible Stent Graft System device (One component).

With each individual shipment will be supplied:
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e One Set of Patient Tracking Materials
+  One Instructions For Use (IFU}

9.3 Storage

Store in a cool dry place.

10 CLINICAL USE INFORMATION
10.1 Physician Training

CAUTION: Always have a vascular surgery team available during implantation or re-intervention procedures in
the event that conversion to open surgical repair is necessary. .
CAUTION: The Acrfix™ AAA Flexible Stent Graft System should only be used by physicians and teams

trained in vascular interventional techniques and in the use of this device.

The recommended skil¥ knowledge requirements for physicians using the Aorfix™ AAA Flexible Stent Graft System
are outlined below. If you have questions about the preduct or sizing, contact your Lombard Medical Representative
or via the information in the back of this manual.

Patient Selection:
+ Knowledge of the natural history of abdominal aortic aneurysm (AAA), co-morbidities, and complications
associated with AAA repair.
« Knowledge of radiographic image interpretation, device selection and sizing.

A multi-disciplinary team that has combined procedural experience with:

Femoral cutdown, arterial bypass, arteriotomy, and repair
Percutaneous access and closure techniques
Non-selective and selective guidewire and catheter techniques
Fluoroscopic and angiographic image interpretation
Embolization

Angioplasty

Endovascular stent placement

Snare techniques

Appropriate use of radiographic contrast material
Techniques to minimize radiation exposure

Expertise in necessary patient follow-up modalities

* & & & & & * &5 & & 9

Lombard Medical supports all users of the stent graft system in order to realize its optimum performance. Support will
be in the form of technical training given by qualified Lombard Medicai staff and by the provision of training materials,
as required. Details of support are avallable from your Lombard Medical representative. Lombard Medical has a
formal, assessed training pregram which provides comprehensive training. .

Lombard Medical requires that medical practitioners using the system are adequately trained in surgical and in
particular endovascular techniques,

10.2 Inspection Prior to Use

Inspect the device and packaging to verify that no damage has occurred as a result of shipping. Do not use this
device if damage has occurred or if the sterilization barrier has been damaged or broken. If damage has cccurred, do
not use the product and contact your Lombard Medical representative for return information.
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10.3 Materials Required
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12/31/2012 13:00 UK

Additional accessory devices may also be required. These accessory devices may include balloon-expandable and
self-expanding stents (for proximal acrta or iliac placement, respectively), stent grafts, and/or embolization coils.

The minimum recommended set of devices for a procedure is:

s  One (1) Bifurcated Body
One (1) Contralateral Leg

bifurcated body)

Two (2) Distal Extenders (Diameters should match the distal diameters of the ipsi- and contra-lateral legs)
One (1) Proximal Extender (Diameter should match the proximal diameter of the bifurcated body)
One (1) AUI' Converter (Diameter should match, or be 1mm larger than, the proximal diameter of the

Table 40 Equipment and Ancillary tems

Required Equipment

Lombard AAA Flexible Stent Graft System Acrlic Body
preloaded in Delivery System

Ancillary_ Equlpm_e_nt

Lombard AAA Flexible Stent Graft System Leg preloaded in
Delivery System

Lambard AAA Flexible Stent Graft System Distal Extenders (2)
preloaded in Delivery System

| Lombard AAA Flexible Stent Graft System Proximal Extender

preloaded in Delivery System

Lombard AAA Flexible Stent Graft System Aorto-uni-iliac Bail-
out Device preloaded in Delivery System

Confralateral iliac occluder and cross-over graft

Imaging equipment with capability to record and

recall all imaging
» Imaging table, or operating room table designed
for use with C-arm
»  Fixed or mebile C-arm with vascular software
e Appropriate personnel protection equipment for
Fluoroscopy

Power injector with associated supplies

Angiography and exthange catheters
Assortment of adequate sizes (0.035” compatible)
and assorted lengths

Guidewires: Assorted sizes of physician's

preference, 0.035" compatible, 180cm compatible

Contrast media

Heparinized saling and flushing syringes

Oversized moulding balloon

Introducer sheath far balloon

Vascular instruments and supplies

Caution:  Use of a stent material other than Nitinol may
increase the risk of corrosion arising from dissimilar metals,

Optional:
s+  Spare
s  Serial dilators
¢+ Non-compliant bafloons for treatment of and

equivalent size to the distal iliac diameter,
+« Compliant and non-compliant balloons for treatment
" of, and equivalent size 1o, the aortic diameter.
« Range of sizes self-expanding and balloon-
expandable stents, including aortic sizes.
» Embolization devices such as coils
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10.4 MRI Information

Conditional
10.41 MR Conditional

Non-clinical testing has demonstrated that the Aorfix™ Stent Graft implants are MR Conditional. Patients can be
scanned safely immediately after implantation under the following conditions:

10.4.2 Static Magnetic Field

Static magnetic field of 1.5 Tesla (1.5T) or 3.0-Tesla {3.0T).

Maximum spatial gradient field less than or equal to 10 T/m.

Normal Operating Mode: Maximum whole-body specific absorption rate (SAR) of:
2.0 Wikg for 15 minutes of scanning in Normal Operating Mode at 1.5T.

2.0 Wikg for 15 minutes of scanning in Normal Operating Mode at 3.0T.

10.4.3 RF Heating

The effact of RF heating has been assessed at 3.0 Tesla and 1.5 Tesla,
3.0 Tesla

In nen-clinical testing with body coil excitation, the Aorfix™ Stent Graft produced a differential temperature rise of less
than 1.0°C when exposed to a maximum specific absorption rate (SAR) of 3.5 W/kg fer 15 minutes of scanning in a
3.0-Tesla MR system (Siemens Trio, SYNGO MR A30 4VA30A software, Munich, Germany). Scaling of the SAR and
observed heating indicates that SAR of 2.0 W/kg would be expected to yield a localized temperature rise of less than
1.0°C. :

1.5 Tesla

In non-clinical testing with body coil excitation, the Aorfix™ Stent Grait produced a differential temperature rise of less
than or equal to 1.0°C when exposed to a maximum specific absorption rate (SAR) of 1.5 W/kg for 15 minutes of
scanning in a 1.5- Tesla MR system (Siemens Espree, SYNGO MR B17 software, Munich, Germany).

Scaling of the SAR and observed heating indicates that SAR of 2.0 Wikg would be expected to yield a localized
temperature rise of less than or equal to 1.0°C.

Caution: The RF heating behavior does not scale with static field strength. Implants which do not exhibit
detectable heating at one field strength may exhibit high values of localized heating at field
strength.

10.4.4 Artifact Information

MR image quality may be compromised if the area of interest is in the same area of relatively close to the position of
the device. Therefore, it may be necessary to optimize MR imaging parameters for the presence of this implant. The
image artifact, when scanned in non-clinical testing, follows the approximate contour of the device and extends
radially up to approximately 0.6cm from the device implant, both inside and outside the device lumen using the MR
sequences: spin echo and gradient echo, respectively in a 1.5 Tesla (1.5T) Siemens Espree clinical scanner (SYNGO
MR B17 Software) and a 3.0 Tesla (3.0T) Siemens Trio clinical scanner (SYNGO MR A30 4VA30A Software). Under
many imaging conditions the center of the lumen of the device can be visualized. Patients with Aorfix™ Endovascular
Stent grafts implanted in the abdominal aorta may safely underge MRI for Normal Mode and First Level Controlled
Operating Mode of the MR System as defined in IEC Standard 60601-2-33.
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11 DIRECTIONS FOR USE
11.1 Patient Preparation

« In general, utilize similar patient pre-operative steps as for standard AAA open repair. fasting, bowel
preparation, and prophylactic antibiotic regimens. Prepare and drape the patient for an open surgical AAA
procedure, in the event that conversion to open repair is required. ‘

¢« The patient anesthesia protocol utilized during the endovascular procedure is left to the discretion of the
implanting physician and anesthesiologist. General anesthesia, regional anesthesia, or local anesthesia
combined with conscious sedation are all utilized during endovascular procedures.

«  Appropriate procedural imaging is required to successfully position the Aorfix™ AAA Flexible Stent Graft
System in the vasculature and to assure appropriate arterial wall apposition. Always use fluoroscopy for
guidance, delivery, and observation of the Aorfix™ AAA Flexible Stent Graft System within the vasculature,

11.2 General Implant Procedure Precautions

+ Do notkink the delivery systems which may cause damage.

s  Systemic anticoagulation should be used during the implantation procedure based on hospital and physician
preferred protocols. If heparin is contraindicated, an alternative anticoagulant should be considered.

+ Minimize handling of the stent graft constrained on the delivery catheter during preparation and insertion to
decrease the risk of contamination and infection.

« Do not continue advancement of the guidewirz or delivery catheter if resistance is felt, as vessel or delivery
catheter damage may occur. Stop and assess the cause of the resistance.

. Inadvertent partial deployment or migration of the stent graft may require surgical removal or repair.

« The deployment plan should not expect an angled neck to straighten by the use of a stiff guide wire.

« [nitiate deployment of the proximal end of the stent graft in the straight section of the aorta slightly above the
renals and pull the delivery system distally as the fishmouth opens.

« Deploy the stent graft al a slow pace continuously observing the position of the proximal end of the stent
graft. ’

» Do not rely on a ‘road-map' image remaining accurate throughout deployment. Re-visualize anatomic
tandmarks, such as the renal arteries, at frequent intervals during deployment.

41.3 Implant Procedure and Deployment Instructions

11.3.1 Vascular Access and Imaging Set Up

1 Establish bilateral access using standard interventional techniques.
Be aware that in totuous anatomy, significant deformation of the vessels is likely to take place upon
2 insertion of the Aorfix™ Flexible Stent Graft System. It is common to defer most angiography until after

the delivery system is in place.

Set the C-arm perpendicular to the renal arteries by use of the appropriate oblique angle. In this view,
3 both the left and right renal arteries should be seen at the very edge of the aorta. The oblique angle can
be calculated from 3D CT reconstruction.

Select the appropriate craniocaudal {CC) angle for fluoroscopy to match anterolaterally angled aortic
4 necks. The CC angle will maximize the visible length of the neck to allow placement as precise as
possible argund the renal arteries.

Place an angiographic catheter suprarenaly from the contralateral side and perform angiographic
5 assessment of patient's vasculature. -

Identify the renal arteries.

~m

Insert a 0.035" guidewire on the ipsilateral side and position appropriately.

11.3.2 Delivery System Preparation

1 Inspect all packaging for damage or loss of sterile barrier, that the componenls supplied match the
patient's requirements. Ensure that the “Use by" date has not been exceeded.
If the device is not satisfactory for the above reasons, replace with another device.

2 Using sterile technique, remove delivery system from its sterile package and place it onto sterile field.

3 inspect delivery system for damage; if present, replace device.
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4 Ensure that the distal stop is firmly attached at the end of the Main Body delivery system.

5 Flush delivery system and guide wire lumen with heparinized saline using the luer connector at the distal
end of the device and placing a finger over the end of the tip to block flow out of the delivery system.

11.3.3 Aortic Body Insertion and Deployment

1 Remove introducer sheath from ipsilateral accass sie {if applicable).

2 ldentify anterior part of graft through sheath. The distal end of the socket, the seam of the aortic
component and the four closely spaced wires on the cutside of the graft at the proximal end should be
clearly identified and the orientation of the delivery system adjusted so that these features lie anteriorly in
the patient

Caution: Ensure that the fishmouth is correctly orientated with respect to the renal arteries to avoid their
inadvertent occlusion. Correctly identify the orientation of the fishmouth through the sheath of
the graft before introduction into the patient.

3 Load aortic body delivery system over guidewire.

4 Using continuous fluoroscopic guidance, insert delfivery system info the vasculature and advance it until
the troughs of the fishmouth at the proximal end of the device are at least 1¢m proximal to the intended
landing site. .

5 Once the delivery system has been inserted, orientate the proximal end of the stent graft by viewing it
directly under fluoroscopic control. It is helpful to identify the oval marker for the contralateral gate, or the
irregular RO marker line that lies within the seam of the acrtic compenent, as both should lie on the
anterior face of the graft. The anterior position of these structures can be checked by using a more lateral
view, or, if the position of the flugro must be held, rotation of the delivery system towards the patient’s left
side should be accompanied by those markers also moving to the patient's left.

Piace one hand on the handle and the other on the sheath control.

Hold the sheath handle firmly so that the delivery system neither rotates nor slides into or out of the
patient. :

Watching the fluoroscopic image, start te rotate the sheath control counter clockwise slowly. The sheath
will withdraw in short steps punctuated by clicks.

Keep rotating the sheath control until the fishmouth is seen to start opening, which will occur after 6 to 8
clicks.

Align the peaks of the fishmouth so that they lay one above the other in the fluoroscopic view.

Manipulate the delivery system, so the proximal end of the stent graft is aligned with the renal arteries.
Place the trough of the fishmouth just inferior to the distal margin of the distal renal artery

Ensure that the fishmouth will not occlude any part of the renal arteries when fully deployed. Check that
the SMA has not been covered by the antenor peak. if necessary, use a lateral view to confirm patency.
When satisfied with the position of the neck, rotate the Sheath Control further until it spins freely.

Caution: Do not manipulate the proximal part of the graft after the fishmouth is deployed and the Sheath
Control spins freely.

Straighten the tip of the angiography catheter by advancing a wire through its length and pull the catheter
back so that its tip is within the sac of the aneurysm.

Pull the sheath control distally until the contralateral gate has been exposed. Remove the distal stop.
Unscrew the Disconnector Control from the Support Tube Control by turning it counter-clockwise six full
turns and then pulling it distally.

10

" If desired, it is possible at this stage to slowly move the delivery system proximally to ensure
that the distal end of the socket is within the aneurysm and the distal end of the ipsi-lateral
leg is proximal to the internal iliac, This manoeuvre may also be used to relieve tension to
allow the graft to fully expand.

. The position of the proximal end of the stent graft should be monitored at this stage
paricularty when the device is being implanted into a tortuous vesse! or a highly angled neck.

12 | Atthis stage, the user can choose to continue with deployment of the rest of the ipsilateral leg or to
cannulate the gate and implant the contralateral leg.

Caution: Over-lengthy acclusion of the ipsilateral vessels, particularly with light systemic anticoagulation
can result in vessel occlusion. :
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'11.34 Cannulation

1

Insert a floppy guidewire through a catheter on the contralateral side and inte the open end of the gate.
A GP or Vert catheter is recommended. Bring the tip proximal to the gate, rotate the tip to point
posteriorly and pull gently down to allow the tip of the catheter to drop into the entrance to the
contralateral gate. Gently push the guidewire up through the main boedy of the graft and well into the
descending aoria. R

Ensure that the guidewire is correctly within the lumen of the contralateral gate by rotating the C-arm
through 180° from one lateral view to the opposite lateral view, watching constantly to ensure that the
guidewire lies within the two RO marker rings at either end of the contralateral side.

Warning:

After cannulation, take care not to insert the guidewire between the stent graft fabric and a suture or
wire support otherwise the leg delivery system may push the stent graft proximally.

Exchange the floppy guide wire for a stiff 0.035" wire placed into the thoracuc arch and remove e the
catheter.

Caution:

The position of the preximal end of the implant is not considered fixed until the hooks have been
engaged after ballooning. Take care to ensure that the proximal end of the implant is not displaced.

| Itis recommended that the proximal end of the stent graft is ballooned at this time.

11.3.5 Deployment of Contralateral Leg

1 Identify the radiopaque ring at the top of the socket and level with the flow divider which marks the lowest
point at which the proximal ring of the plug-in leg can be positioned. )

2 Accurately visualize the distal fanding zone. Retrograde contrast injection by means of a contralateral
placed sheath can be used to visualize the contralateral hypogastric artery.

3 Ensure that the sheath control is at its most proximal position by ensuring that the proximal end of the

sheath is in contact with the tip connector (stainless steel section of the flexible tip).

4 Grip the sheath control and the blue delivery system tube together with one hand to prevent the sheath
control from sliding backwards, while introducing the delivery system over the stiff guidewire and into the
socket.

Warning:

Exercise particular care in difficult areas, such as areas of stenosis, intravascular thrombosis,
orin calcified or tortuous vessels. Consider performing serial dilatation or balloon angioplasty at
the site of a narrowed or stenotic vessel, and then attempt gently to reintroduce the delivery
system.

5 Place the entire radiopaque marker at the proximal end of the plug-in above the radiopaque ring at the
proximal end of the socket. The most distal part of the marker on the plug-in should be in line with the
radiopaque marker on the socket.

Plug-in teg

.
Top ring of Plug-in leg
is abave top ring of
socket

+  Grip the shaft of the delivery system to stabilize it against the patient.

6 s Pull back the Sheath Control until the implant is fully deployed.
7 * Release the delivery system from the proximal end of the stent graft by turmng the support tube
release control counter-clockwise six full revolutions and then pulling it distally.
8 ¢  Pull the delivery system back so that the proximal end of the sheath is clear of the implant before
resheathing.
» Hold the sheath controf still against the patient and draw the delivery system back through the
sheath.
« Ensure that the Sheath is fully redocked and the Support Tubes are captured prior to withdrawal
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of the delivery system.
¢+ Ensure the guidewire remains in place in the patient.

11.3.6 Deployment of Ipsilateral Leg

1

Accurately visualize the distal landing zone. Contrast injection from a contralateral pigtail lying in the sac
at the origin of the ipsilateral iliac antery can be used to visualize the ipsilateral hypogastric artery.

2 Deploy the rest of the ipsilateral leg by withdrawing the sheath control to the distal end of the body tube
3 +  Pull the delivery system back so that the proximal end of the sheath is clear of the implant before
resheathing. -
+ Hold the sheath control stationary relative to the patient and pull the sheath handle of the delivery
system distally until the sheath control is fully connected with the sheath handle.
« Ensure that the sheath is fully redocked and the support tubes are captured inside the sheath,
«  Withdraw the delivery system
Warning: Take extra care in angulated necks not to displace the implant when withdrawing the delivery
system.

11.3.7 Ballooning

1 Insert a suitable sheath (such as a 16 Fr with haemostatic valve) over the guidewire in the ipsilateral leg to
allow insertion of the balloon.

2 « Insert an oversize moulding balloon over the guidewire. Position the balloon at the proximal

landing site in the aorta. :
« Inflate the balloon to seal the implant fully, Deflate the balloon and move it down within the graft.
Repeat ballooning process down the entire length of the graft, finishing at the distal landing site of
the ipsilateral leg. Ensure that the wire rings on the body of the graft in the aneurysm sac have a
regular smooth shape and that the ballooned graft fits the rings closely. Re-balloon if necessary.
«  Repeat the ballponing process for the socket and contralateral leg to ensure seal.

3 When hallooning to resolve a Type 1 endoleak, it is recommended to inflate the balloen via a luer lock stop
cock. When inflated, close the stop cock and keep the balloon inflated for 60 seconds before deflating.
Repeat this process as needed.

Warning: As a result of the fishmouth shape at the proximal end of the stent graft, it is necessary to

balloon parts of the aorta that are not completely covered with the stent graft. When a balloon
catheter is used, do nol inflate to greater than the diameter of the acrta. Do not balloon
completely outside the stent graft. Be aware that vessel rupture can occur even when the
balloon is fully within the graft. Follow all manufacturer instructions regarding catheter
operation.

11.3.8 Completion

1

Insert a diagnostic catheter over the guidewire, remove the guidewire and perform completion
angiography. Ensure the graft, renal arteries and hypogastric arteries are patent and that there is no
evidence of an endoleak.

If no other interventions are required and aneurysm exclusion has been verified, remove the angiographic
catheter and maintain guidewire position(s}. If proximal or distal extension or Aorto-uni-iliac conversion is
required, proceed with the appropriate steps below.

Remove catheters from both femeral arteries and close the wounds as per institutional protocol.

11.4 Deployment of Proximal Extenders (Cuffs)

11.4.1 General

1

The extender is intended to be used after the main graft has been deployed to correct mispositioning or to

increase radial force of the main body graft.
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2 The diameter of the extender should be the same as the diameter of the primary graft.

The extender is a short implant that has four pairs of hooks, a seam and a fishmouth shape identical to the
primary graft. The fishmouth at the proximal end of the extender should be deployed with the same orientation
as that of the primary graft.

4 Preparation and deployment generally follows the description for deploying the Main Body in 10.6 above and is
supplied in the same 22 Fr delivery system, but be advised of variations listed below:

5 The extender has a length of 38mm and is required to have a minimum overlap with the primary graft of 20mm.
The extender is able to extend the main body graft proximally by a maximum of 18mm.

6 The extender has radiopague marker wires around the proximal and distal circumferences and down its seam.
If access permits, the extender can be introduced through the contralateral side in order to achieve a different
angle of approach to the aortic neck. The seam can be placed lying either anteriotly or posteriorly.

8 The support tube control should net be used,

Caution The proximal extender is short, and deploys quickly. Ensure full planning has taken place before

deployment. .
Warning When deploying the proximal cuff, 'ensure that its orientation and axial.paosition are carefully

controlled to avoid encroachment or covering the renal arteries.

11.4.2 Positioning and Deployment

1 Measure the length of additional coverage required (the extension, L) using appropriate diagnostic
angiographic technigues: frequently this will be the distance from the distal margin of the distal renal artery to
the trough of the fishmouth of the primary implant.

2 Adjust the C-arm view so that the two peaks of the fishmouth an the primary graft overlie each other.

3 Measurement of misplaced Primary Graft '
g
NI { l—fl. = Distance between

Position of fishmouth 1 actusl and intended

of primary implant Janding position
{usually measured
at fishmouth
troughs}

4 Introduce the extender over the guidewire and advanced untii the most proximal part of the extender lies
proximal to the apices of the primary graft by the required extension length (L). It may be helpful to draw a
mark on the fluoro screen that indicates the intended position of the apex of the extender.

Caution: When deploying the proximal extender it is essential that the extension distance is measured apex
to apex rather than trdugh to trough. This is because the troughs of the extender move slightly
proximally during final ballooning.

5 Measurement of Deployment Position for Proximal Extender
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— L =. Distance between actual and

.intended landing position
L ____._l. I— transferred to show intended
Position of fishmauth positlon of fishmouth peak of
of primary implant proximal extender.

Exact orientation of the fishmouth of the extender is easier to achieve when it has been slightly deployed.

6
Keeping the delivery system in place longitudinally, start to operate the sheath control by rotating it
counterclockwise one click at a time. The extender will start to deploy at the sixth or seventh click and as soon
as the implant is seen to start to emerge from the sheath, rotation of the sheath control should be halted and
the orientation of the extender should be adjusted to match the primary graft.

7 The posterior and anterior apices should be adjusted to overlie each other by rotating the handle of the
delivery system. Ensure that the proximal tips of the apices are aligned with the desired landing point.

8 Continue to operate the sheath control, rotating counterclockwise and, after each click, adjust the orientation
and axial position of the extender.

9 The extender will be fully deployed six or seven clicks after its first movement. It is not possible to pull the
sheath back after the final click has occurred.

10 Operate the discannect control to disconnect the delivery system from the extender.

1" Remove the delivery system by pulling the blue body tube of the delivery system distally. Then hold the
sheath control stationary against the patient and pull the body tube of the delivery system slowly distally,
monitoring the movement of the tip of the delivery system through the patient using flucro.

12 Balloon the extender using an over sized molding balloon as described in section.

11.5 Deployment of Distal Extenders

11.5.1

General

1

The distal extender is intended to be used after the main graft and contralateral leg have been deployed to
correct mispositioning of the distal ends

The diameter of the extender should be the same as the diameter of the leg being extended

3 Preparation and deployment generally follows the description for deploying the contralateral leg and is supplied

in the same 20 Fr delivery system. )

4 The extenders have overall lengths of 51mm or 82mm and ‘are required to have a minimum overrap with the

leg graft of 20mm.

5 The extenders have radiopaque marker wires around the proxima! and distal circumferences.

Warning: Use of a distal extender in a leg which has a smaller diameter than the distal extender can result in
stenois or occlusion.

Warning: Insertion of a distal extender with more than 20mm overlap into a leg graft risks compressing the
proximal part of the extender with the tapered part of the leg graft. This can fead to stenosis or
occlusion,

Warning: Failure to dilate fully the proximal end of a distal extender can result in limb occlusion.
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11.5.2 Deployment

Prepare the implant and delivery system as described in Section 11.3.2.

Perform appropriate angiograms to establish landmarks for distal sealing zones.

Distal extenders are deployed as described in Section 0

11.6 Deployment of AUl Converter

11.6.1

General

1

AUI converters are used after implantation of the bifurcated body as a bail-out procedure, if implantation of the
contralateral leg proves impossible. The system converts the bifurcated main body into an aorto uni-iliac stent
graft. If revising to av yt contralateral common iliac artery. The AUI converter delivery system is identical to
the main body delivery system.

The AUI converter is designed to fit on the flow divider of the Aorfix™ main body. The top of the converter
should always be below the top of the primary graft; it will be a fewmm below the tops of the 81mm and 96mm
main body grafts and a few cm below the tops of the other main body grafts.

Warning: When deploying the AUI converter, avoid accidental occlusion of branch vessels by ensuring that it

lies completely below the top of the primary graft and that the fishmouth of the AUl converter has
the same orientation as the primary graft.

Radiopaque markers on the main body and AUl converter are shown below. .

AUl Converter inside

- Bifurcated Bod
Bifurcated Body AUl Converter ¥
- Orientation of Converter
Fishmouth matches

ﬁs i Fishmouth of Bifurcated Body

£ .
S \

56emm
(munimum)

= g
dopave = E
Markers c:—j g y
é / Radiopague Markers
Aligned

4

11.6.2 Deployment

1

Prepare the implant and delivery system.

2 Insert the AUl converter over a stiff wire, up the ipsilateral leg of the primary graft.
3 The RO marker at the top of the socket of the primary graft should be identified and aligned with the RO
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marker at the top of the contralateral socket.

‘5 Ensure that the fishmouth at the top of the AUl converter matches the orientation of the fishmouth at the top of
the primary graft and that no part of the converter projects above the top of the primary graft.

6 Deploy the AUl converter following the instructions to deploy the primary grafi.

7 Ballogn the AUl converter once in place.

It the primary graft has been comprassed axially, the top of the AUl converter may lie slightly above
the top of the graft. If this is suspected, the AUl converter can be deployed slightly lower in the
primary graft i.e. the RO marker on the leg of the AUI converter can be placed 5mm to 7mm below
the marker on the contralateral socket,

Warning

12 FOLLOW-UP IMAGING RECOMMENDATIONS:

Lombard Medical recommends the following imaging schedule for patients treated with the Aorfix™ AAA Flexible
Stent Graft System. The appropriate follow-up imaging and imaging modalities for a particular patient are the
responsibility of the clinician.

Table 41 Recommended Patient Imaging Schedule

Contrast Enhanced Spiral CT* Abdominal X-rays**
Pre-procedure (baseline) X
Pre-discharge As Required
1 month X
12 month {annually thereafter) X X

* Abdof-nmal.f Pelvic. Used to assess graft fixation, deformation, appasition to the vessel wall at proximal and distal fixation sites,
stent graﬂ migration, stent graft patency, AAA size, occlusion of branch vessels, and endoleak (including source and Type if
present).

= AP, lateral, left oblique and right oblique views used to assess the presence of stent fracture. Ensure the entire device is caplured
on images for device assessment.

Patients should be counseled on the importance of adhering to the recommended follow-up schedule during the first
year and annually thereafter. More frequent follow-up may be required for some patients based on clinical evaluation.

12.1 X-ray

Abdominal X-rays should be used to assess the presence of stent graft fracture. Four-view kidney, ureter, bladder
(KUB) X-rays should be taken, Posterior/fanterior (PA) and lateral images are recommended for visualization of the
stent graft, Ensure the entire device is captured on images for device assessment.

12.2 ContrastCT

Contrast-enhanced CT should be used to assess stent graft fixation, deformation, apposition to the vessel wall at
proximal and distal fixation sites, stent graft migration, stent graft patency, AAA size, occlusion of branch vessels, and
endoleak (including source and type if present).

A pre-contrast scan with 3 mm slice thickness is suggested to determine if there are calcifications or areas where
metal aftifacts may be misinterpreted as endoleak. An arlerial phase with <3 mm slice thickness (preferably <2mm)
and overlapping images with coverage from the celiac artery to the external iliac artery is recommended. In
aneurysms that are not shrinking and have no apparent endoleak or fixation problems, a late venous phase scan may
be performed. The venous phase scan may also be performed with thicker collimation (5 mm). It is recommended
that the source data set be archived in case specialized evaluation is needed later (volume measurements, 3-
dimensional reconstruction, or computer-aided measurement software). If the aneurysm is not shrinking by more than
§ mm within the first year, volume measurements may be obtained as a more sensitive indicator of AAA size using 3-
dimensional software, The physician will determine the reqmremenl pre-pperative care for patients with allergies to
contrast
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12.3 Non-Contrast CT

For patients with impaired renal function, those who are allergic to contrast media and those showing significant sac
shrinkage and freedom from endoleak, a spiral CT without contrast may be considered to assess stent graft fixation,
deformation, apposition to the vessel wall at proximal and distal fixation sites, stent graft migration and size of the
AAA with diameter and volume measurements.

12.4 Duplex Ultrasound

For patients with impaired renal function or those whao are allergic to contrast media, a color-duplex ultrasound may
be considered to assess: the size of AAA by diameter, endoleaks, stent graft occlusions and stenoses.

12.5 MRl or MRA

Patients with impaired renal function, i.e., renal insufficiency, may also be considered for magnetic resonance
imaging or angiography (MRI, MRA) in facilities that have expertise in this area. Artifact may occur related to the
stent, and care should be used to insure adequate imaging of the outer aneurysm wall to assess AAA size, -

Volume measurement may be helpful if the aneurysm is not clearly shrinking. If there are concerns regarding imaging
of calcified areas, fixation sites, or the outer wall of the aneurysm sac, adjunctive CT without contrast may be needed.
Specific information an MRI ¢an be found in Section 10.4.

Lombard Medical recommends contrast enhanced Spiral CT data for reconstruction using a slice thickness and
interval of less than 3mm.

Patient motion should be avoided during scan. If possible, avoid scanning non-patient objects in field of view. Do not
change patient position, table height, orfield of view during scan. If patient moves, repeat the study in its entirety.

13 DEVICE REGISTRATION

The following supplementary documentation is included with the Aorfix™ AAA Flexible Stent Graft System:

+ Device Implant Card: This card contains physician, stent graft and hospital information. Physicians should
complete this card and instruct the patient to keep it in their possession at all times. The patients should
refer to this card anytime they visit additional health practitioners, particulary for additional diagnastic
procedures {e.g. MRI).

« Device Tracking Documents: The documentation is to be completed by the hospital staff and forwarded to
Lombard Medical for the purposes of tracking all patients who received an Aorfix™ AAA Flexible Stent Graft
System (as required by Federal Regulation).
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14 EXPLANATIONS OF SYMBOLS ON PRODUCT LABELING

MR Conditional

B(only

CAUTION: Federal (USA) law restricts this implant for sale by or on order of a
physician.

STERILE|EO| | sterilized by Ethylene Oxide (ETO)
REF Catalog Number
Batch Number

Use by (daté indicated)

Do not Re-use

Manufacturer

Do not use if package Is damaged

Attention- See Instructions for Use

¥ 2@k ®|s

Non-pyrogenic
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15 TRADEMARKS AND CONTACT DETAILS

Lombard Medical Technologies Inc.
2050 E. ASU Circle
Suite 103
Tempe, AZ 85284
USA
Tel: 1 (480) 289-7888
Fax: 1 (480) 289-7866

AORFIX

Endovascular Stent Graft

is a trademark of Lombard Medical Limited

Aorfix™ s manufactured by
Lombard Medical Limited
4 Trident Park
Didcot OX11 7HJ
Oxfardshire

United Kingdom
Tel: 011 44 123 575-0800
Fax: 011 44 123 575-0879

For patent information see website.

Website: lombardmedical.com

Lombard Medical Limited is a wholly owned subsidiary of Lombard Medical Technologies PLC
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